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INVIRONMENTAL PROTECTION AGENCY

@@% EPA Registration No. Date of Issuance:
Office of Pesticide Programs
Regisiration Division {7505P) July 6, 2012
1200 Pennsyivania Ave., N.W. 2382-189

Washingion, D,C. 20460

Term of {ssuance:

NOT OF PESTICIDE: s
ICE EE : DE Unconditional
Registration
[ Reregistration
{under the Federal tnsceticide, Fungicide, and Rodenticide Act, as Name of Pesticide Product:
amended) EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS

Name and Address of Registrant {include ZIP Code):

Virbac Animal Health, [nc.
P.O. Box 162059
Fort Worth, TX 76161

On the basis of information furnished by the registrant, the above named pesticide is hereby registered under tie Federal
tnsecticide, Fungicide and Rodenticide Act.

Registralion is in no way to be construed as an cndorsement or recormnendation of this product by the Ageney. inorder to
protect liealth and the cnvironment, the Administrator, on his motion, may at any time suspend or cancel the registration of
a pesticide in accordance with the Acl, The acceptance of any name in connection with the registration of a product under
this Act is not to be consirued as giving the registrani a right 10 exclusive usc of the name or to 18 usc il it has been
covered by others.

This action is taken under the authority of scetion 3{c)(5} of the Federal Insceticide, Fungicide, and Rodenticide Act, as
amended. Regisfration under this scetion does not eliminate the need for continual reassessment of pesiicides. EPA may
require subniission of data at any lime 1o maintain the regisiration of your product.

Terms of Registration

1. EPA has registered the product listed above provided that the following change is made to the label before

you release the product for shipment:
Revise the EPA Registration Number to read: “EPA Registration No 2382-18%.7

2. The Net Contents must be displayed in accordance with the description identified in the Labeling
Consistency Committee’s clarification. This information may be located at the following Agency web site
under miscellaneous hitp./www epa.cov/opp000G Eregulatingflabels/label review faglitm#miscellaneous.
“Regarding listing net contents - Net weight or contents must be stated on a pesticide label in accordance with
FIFRA (2)(q)(2)(C)(iii) and 40 CFR 156.10(a)(#)(iii). EPA interpretation of the statutory and regulatory
requirements is that the label must state the total weight for the entire contents as sold and distributed. In

Signature of Approving Official; Date:

Refer to Page 3 July 6,2012

Richard J, Gebken, Product Manager (10)
Registration Division, Insecticide Branch

EPA Form B570-6
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addition, the label may indicate the net weight and quantity of individual units within the carton. For example, "Net

Weight 6.25 lbs. {20 - 5oz, packets)." For additional information regarding the Net Weight/Contents statement,
please reference Chapter 17 of the Label Review Manual at http/{www ena.govioppfead | Jlabeling/irm/chap-
17, btm.”

-

2.

7.

This registration is time-limited and expires two years from the date this product is first released for shipment.
Y ou must provide the Agency with a projected "release for shipment date”, in writing within 30 days of the date
of this Netice of Registration. The Agency will calculate the expiration date based on the projected "release for
shipment date" until an actual release for shipment date is provided in writing.
Only coe basic confidential statement of formula (CSF) will be on file for this product at any time (i.e., no
alternate formulations or minor formulation amendments will be submitted and/or approved for this product,
except to allow for alternate sources of any individual inert ingredient).
You must submit the following data within the timeframe described below:
Within sixteen (16) months of the date on this Notice of Registration, provide to the Agency acceptable data
packages for Guideline Studies: OPPTS §30.6320 {Corrosion Characteristics) and OPPTS 830.6317 (Storage
Stability).
You must submit quarterly enhanced incident reports and quarterly sales information in doses sold for this
product for the quarter that begins on August 1, 2012, The quarterly reports are due two months after the end of
each quarter. Please flag any Confidential Business Infermation CBI) as such. Enhanced incident reporting
should be submitted to the Product Manager. Quarterly sales information should be submitted to the
Registration Division, Immediate Office (attn: Kimberly Nesci).
The fellowing is a list of information that must be included in the quarterly reports for each incident:

EPA Registration Number

Product name (brand name)

Lot#

Where purchased: internet, store, Veternarian

Active Ingredient(s)

Weight range for product

Date on which incident occurred, (mm/dd/yyyy)

State in which the incident occurred, (standard 2 letter abbreviation}

Registrant case #

Species: dog, cat, other (specify)

Breed: {as reperted by pet owner)

Age: months or years

Sex: M, F, or neutered

Weight: pounds

Primary Route of Exposure; dermal, oral, other animal, inhalation, other

Body System: neurclogical, dermatological, Gl, respiratory, ocular, other Major signs noted

Time to Onset: (hours, days)

Treated by veterinarian; yes or no

First time product used: yes or no

Misuse: use on incorrect species, overdose, too frequent dosing, other {(describe}

Any known precondition

EPA Severity Code: death, major, moderate, minor

Outcome: died, recovered, still treated, unknown

Along with the enhanced incident reporting, you must submit an analysis of all incidents seen, te include the
following details:
a. All minor dermal and ocular irritation reports.
b. Summary table for dogs showing number of incidents of each severity code for each route ofexposure.
Each incident should cnly be reported once. If one incident has several routes of exposure, the order should
be ocular > oral > dermal. In other words, an incident with both oral and dermal exposure would be
reported as oral exposure, and an incident with both ocular and oral exposure would be reported as ocular
exposure.
c. A similar summary table for cats {misuse or secondary exposure)} showing number of incidents of each
severity code for each route of exposure.
d. Summary table for dogs and table for cats showing number of incidents that are believed due 1o
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secondary exposure {e.g., multi-pet households).

e. A summary table for dogs showing number of incidents for each severity code for these age ranges: <3
montls, 3-6 months, 6-9 months, 9-12 months, [ yr, 2y, 3yr, dyr, Syr, 6yr, Tyr, 8 vr, 9 yr, [0 yr, 1] yr,
12 yr, 13 yr, 14 yr, 153 yr, >15 yr.

. A summary table showing the number of dog incidents for each severity code for each pet weight range
on the product label.

g. A summary table for dog weight showing number of incidents for each product weight range. This
table should show number of incidents in dogs weighing less than that product weight range, number of
incidents in dogs in lower half of weight range, number of incidents in dogs in upper half of weight range,
and dogs weighing more than the product weight range.

h, Table showing number of incidents for each dog breed.

i. Table showing number of incidents in dogs for each clinical sign.

j. Table showing number of incidents in dogs for each organ system.

k. Report aggregate incidents, but do not combine moderate and minor incidents.

8. ITEPA determines that future mitigation measures are necessary for all pet spot-on products, the Agency will
inform all registrants concerned. [f mitigation measures are necessary, EPA ‘may take regulatory action,

9. Virbac Inc. should adequately address all of the mitigation actions identified in the Agency’s Generic Pet Spot-
On Mitigation Plan available at the following internet site: http:/Awww.epa.govipesticides/health/spot-on-
meetings. html, :

You must submit and/or cite all data required for registration of your product under FIFRA Section 3(c)(5)
when the Agency requires all registrants of similar products to submit such data, and submit acceptable responses
required for registration review of your product under FIFRA.

Two copies of the finished labeling must be submitted priorto releasing the product for shipment. If you
fail to comply with all of the Terms of Registration stated above, the registration will be subject to cancellation in
accordance with FIFRA sec. 6(e) and/or automatically expire. Your release for shipment of the product constitutes
your acceptance of these conditions,

A copy of your label stamped *Accepted with Comments" is enclosed for your records. 1f you have any
questions concerning this action, please contact me Richard J. Gebken at (703) 305-6701 or
gebken.richard@epa.gov.

Sincerely,
4 oni /[ Gk
Richard Gebkén

Product Manager 1 G
Insecticide Branch
Registration Division (7385C)

Enclosure



{Master Label}
Virbac’s Master Label

Date December 14, 2011 Version US.8 EPA Reg. No. 2382-XXX
Fipronil + Pyriproxyfen Topical Solution for Dogs

Virbac
EFFIPRO® PLUS ToPICAL SOLUTION FOR

DOGS

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WEIGHING)(UP TO 22.9 LBS,
[WEIGHING] 23 TO 44.9 LBS, WEIGHING] 45 TO 88.9 LBS, [WEIGHING] 88 TO 132 Ibs).

ACTIVE INGREDIENTS:

Fipronil... O U SO OY O PO PPTOROPPUUPTUDPPOPURUR - A
PynproxyfenZQ%
KEEP OUT OF REACH OF CHILDREN SPTED
CAUTION withh COMMENTS
READ ENTIRE LABEL BEFORE EACH USE In EPA Letter Dated
Ju!y 6, 2012
PRECAUTIONARY STATEMENTS M_ mem
wo amwided, for the
HAZARDS TO HUMANS AND DOMESTIC ANIMALS [l it A, W
' 2382-189

BAZARDS TOQ BUMANS

RHarmful if swallowed or absorbed through the skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing.
Wash hands thoroughly with soap and waler after handling and before ealing. drinking, chewing gum, using lobacco, or using
the foilet,

RAZARDS TG DOMESTIC ANIMALS

For external use only. Do not use on puppies under & weeks of age. Sensitivities may occur after using ANY pesticide
product for pets. If signs of sensaimiy oceur bathe your pet with mild soap and rinse with large amounis of water. If signs
continug, consult a velerinarian immediately. Possible temporary irritation may occur at the site where EFFIPRO® PLYS Topical
Solution for Dogs was applied. Contact a vetednarian immediately if signs become persisient or become more severe during the
first few days following application. If an unusual reaction is observed following initial application, a veterinarian should be
constlied before repeating application. Certain medications can interact with pesticides.

FIRST AID

{F SWALLOWED: s Call a poison control center or doctor immediately for freatment advice,

. Have person sip a glass of water if able 1o swallow.

. Do not induce vomiting unless told 10 do so by a poison control center ar doctor.
» Do net give anything by mouth 1o an unconscious person.

{F IN EYES: +  Hold eye open and rinse slowly and gently with water for 15-20 minutes.
*  Remove contact lenses, if present, after the First 5 minutes, then continue rinsing eye.
«  Call a poison control center or doctor for treatment advice.

IF ON SKiN OR »  Take off conlaminated clothing.

CLOTRING: +  Rinse skin immediately with plenty of waler for 15-20 minutes.

+ Call a poison centrol center or doctor for {reaiment advice.

EfA Reg. No, 2382-xxx pending Master Label pape 1 of 5
762012



Have product container or tabe! with you wien calting a poison control center or doctor, or going for treatment.
You may also contact the Hotline number 1-800-338-3659 for human and veterinary nealth concerns, emergency
medical treatment information or pesticide intidents.

DIRECTHONS FOR USE
Itis a violation of Federal law to use this product in any manner inconsistent with its labeling. Do not allow children to apply
product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE.
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON
CATS, KITTENS, OF RABBITS. OO NOT USE ON OTHER ANIMALS, .

For killing fleas, flea eggs, flea larvae, all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks
{that may [wivch may[ transmit [carry] Lyme disease}, mosquitoes and chewing lice; apply to O0GS or PUPPIES {8 weeks old
or older) 2z follows:

APPLICATION DtRECTIONS

1. Remove one applicator from packaging.
Hold apphicator uprigitt and remove cap.
2. Invert cap and place other end back onto applicator tip.

Push cap down to break seal,
Remove cap prior to treatment application.

3. Part dog's hair between shoulder blades until skin is visible.
Place appficator tip directly against exposed skin.

3a. For smatl dogs (12 weeks otd or otder) and weighing up to 22.8 Ibs- Deposit
entire contents by squeezing the entire applicator contents onto dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3b. For medium dogs 23.44.% bs or targe dogs 45.88.9 lbs- Apply the product evenly to tiree spots on the dog's
back, starting between the shoulder blades and continuing on to the second and third spots as shown in diagram
3b, squeezing the applicator until empty.

3c. For extra large dogs 8$-132 lbs- Apply the product evenly to four spots on the dog’s back, starfing between the
siwoulder blades and continuing on to the secend, third and fourth spots as shown in diagram 3¢, squeezing the
applicator unti! empty. Ensure that EFFIPRO? PLUS Topical Solution for {30gs is not applied superficially on dog's
fair,

FREQUENCY OF APPLICATION

Research has shown that flea, tick and chewing lice infestations can be controlled with monthly applications of EFFIPRO® PLUS
Topical Solulion for Dogs.

Fleas: EFFIPRO® PLUS Topical Solution for Dogs can kill adult fleas for up to three months, Apply monthly if your dog has
fleas that may cause Flea Allergy Dermatitis (FAD), or if reinfestation is likely. EFFIPRO® PLUS Topica! Solution for Dogs can
control flea eggs for up to thiree montins (90 days).

Ticks: EFFIPRO® PLUS Topical Solution for Oogs can kill ticks for a month or langer. Apply montitly where tick control is
consistently needed.

Chewing Lice: EFFIPRO® PLUS Topical Solution for Dogs can kill chewing lice for a month or langer. Apply monthly wiere
chewing lice control is consistently neaded.

Mosquitoes: When applied monthly, EFFIPRO® PLUS Topical Solution for Dogs can kill mosquitoes within 24 hours (forupto 7
days) and witiin 48 hours {for up to 28 days).

Notes: Wait at least 30 days before re-application of EFFIPRO PLUS Topical Solution for Dogs. Avoid contact with treated
area until dry.

STORAGE ANO DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

STORAGE: Store unused product in original container only, out of reacit of children and animals.
PESTICIOECONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling,
if available, If partiatly filled: Call your tocal solid waste agency for disposal instructions. Never place unused product down
any indoor or sutdoor drain.

LIMITED WARRANTY AND DtSCLAIMER
To the extent consistent with applicable law, buyer assumes all risks of use, storage, or handling of this product not in
accordance with directions. Buyer and user assume all risks of use and handling of this material when such use and handling
are contrary to label instructions, To the extent consistent with applicable law, any damage arising from a breach of this

LPA Reg No 2382-xxx pending Master Labet page2 of 3
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warranty shall be limited fo direct damages and shall nof include consequential commercial damages such as loss of profit or
vahigs.

How supptied: For sasy and convenient application, EFFIPRO® PLUS Topical Solution for Dogs is avaiable in sizes for small
dogs and puppies & weeks old or older and up to 22.9 lbs (0.023 {l 0z)/(0.67 ml)}, medium dogs 23-44.9 |bs (0.045 f oz)/(1.34
mL), large dogs 45-88.9 'bs (0.09t 1l 0z)/(2.68 mL), and extra large dogs 89-132 lbs (0. 126 i 02)/(4.02 mL}.

Net Contents:
1, 3, 6 or 36 single-dose applicator(s) per package. Each applicator contains 0.023 f# oz (0.67 mL), 0.045 ff oz {1.34 mL), 0.06t
fl oz (2.68 ml), or 0.136 fl oz (4.02 mL} (of solution).

{Detachable) calendar {(monthly application) reminder sfickers (with ilustration of dog or puppy)

EPA Reg. No, 2382-xxx
ERA Est. No, 2382-xxxx

VIRBAC AH, INC.

PO BOX 162059

FORT WORTH, TX 76f6f
1-800-338-3659

Made in France

EFFIPRO® is a registered trademark of Virbac S.A. in the United States
Questions or comments?

Catl: {-800-338-2659

{Text for Front Panel, Back Panel and Side Panel}

See package insert(s) for directions for use and frequency of application
Open resealable labe! for direclions for use

Open resealable labd for directions for use and sforage and disposal
See back panel for additional precauiionary statements

See package insert(s) for frequency of application

See enclosed ingseri(s) for directions for use and sforage and disposat

See anclosed inseri(s) for directions for use
Photograph of dog or puppy

Lift here fo open (LIFT HERE TO OPEN)
For Use on Dogs only
Use only on dogs

{Text for Foil of Blister package}

Virbac

EFFiPRO® PLUS Topica! Solution for Dogs

Only for use {on dogs up to 22.% Ibs, on dogs 23-44,9 ibs, on dogs 45-88.9 {bs, on dogs 89132 Mos) / (0.023 ff oz [0.67
mL}, 0.045 ff oz [1.34 mL], 0.09f fl 0z [2.68 mLJ, 0.136 ff oz [4.02 mL[).

Confains fiproni! (9.7%) and pyriproxyfen (2.9%)

KEEP OUT OF REACH OF CHILDREN

CAUTION

See full label for additiona} directions

EPA Reg Mo 2382-xx

{Text for Applicator Tube}
Virbac
EFFIPRO® PLUS
Topical Solution for Dogs
Only for use on dogs
up to 22,9 Ibs (23-44.9 Ibs, 45-88.9 (bs, 89-132 tbs)
0.023 f{ o2 [0.67 mL] (0.045 f! oz [1.34 mL], 0.091 fl oz [2.68
mL], 0.136 fl oz [4.62 mL})
Containg fiproni! {9.7%) and pyriproxyfen (2.9%)
KEEF CUT OF REACH
OF CHILDREN
CAUTION
See full label for addifional directions
EPA Reg. No. 2382-0:

EPA Reg. No. 2382-xxx pending Moster Labef page 3 of §
116/2012



MARKETING CLAIMS

{Multiple infestations]

JFleas]

* % % 8 8 & % & ¥ & B 8 B B & W ¥

For convenient, quick-acting, long-tasting, effective control of fleas, ticks, mosquitoes and chewing lice.
For convenient, quick-acting, tonglasting, effective controt of fieas, ftea egys, flea larvae, ticks, mosquitoes
and chewing lice,

EFFIPRO® PLUS Topical Solution for Dogs contains the active ingredient fipronil, which cantrols infestations caused
by fleas, ticks, mosquitoes and chewing lice (on dogs) (DOGS or PURRIES) (8 weeks old or older) (weighing up to
22 9 |bs, weighing 232 to 44.9 Ibs, weighing 45 to 88.9 lbs, weighing 89 to 132 lbs).

EFFIPRO® PLUS Topical Solution for Dogs cantains the active ingradient pyriproxyfen, which controls reinfestations
caused by fleas eggs and flea larvae {on dogs) (DOGS or PUPPIES) (8 weeks bld of older) (weighing up to 22.9 Ibs,
weighing 23 {0 44.9 Ibs, weighing 45 to 88.9 Ibs, weighing 89 to 132 lbs).

For easy and convenient apptication, EFFIPRO® PLUS Topical Solution for Dogs is avaitable in sizes for small
dogs and puppies 8 weeks old or older and up to 22.9 !bs (0.023 1 oz} (0.67 mL), medium dogs 23-44.9 Ibs
{D.045 fl 02) {1.34 mL), large dogs 45-84.9 Ibs (0.091 f! oz} (2.68 mL}, and extra large dogs 39-132 Ibs (0.136 !
oz) (4.02 mL).

For killing fieas, (flea egos, flea larvae,) all stages of Brown dog ticks, American dog ticks, L.one Star ticks, and
Deer ticks (that (which] may transmit Jearry) Lyme dissase), mosquitoes and chewing lice; apply to DOGS or
PUPPIES (8 weeks old or older) as follows: (followed by application directions).

Parsistent flaa and tick efficacy for up to one month {4 waeks)

Prevents flea and tick {re-Yinfestation for up to one month (4 weeks)

Kills fleas and ticks for up to one month (4 weeks)

Apply monthly for control and prevention of fleas and ticks

Kills fleas and ticks that may fransmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehdichiosis,
bartonellosis {and hepatozoonosis).

Kills fleas, (flea eqggs, flea larvae,) ticks, mosquitoes and chewing lice

Kills fleas, (flea eggs, flea larvae,) ticks, mosquitoes and lice

Effective monthly control of fleas and ticks

Effective monthly apphication for fleas and ticks

Effective monthly application for dogs against fleas and ticks

Single application kills fleas and ticks

Single application lasts 4 weeks fone month)

Research has shown that flea, tick and chewing lce infestations can be completely contratied with monthly
applications of EFFIPRO® PLUS Topica! Solution for Dogs.

Fleas: EFFIPRO® PLUS Topical Solution for Dogs can kil adul! fleas, flea eggs and flea larvae for up to three
months, Apply monthly if your dog has fleas that may cause Flea Allergy Dermatitis (FAD), or if reinfestation is likely.
Ticks: EFFIPRO® PLUS Topical Solution for Dogs can kill ticks for 2 month or longer. Apply monthly where tick
contral is consistently neeced.

Chewing Lice: EFFIPRO® PLUS Topical Solution for Dogs can kil chewing lice for a month or longer. Apply monthly
where chewing lice control is consistently needed,

Mosquitoes: When applied monthly, EFFIPRO® PLUS Topical Solution for Dogs can kil mosquitoes within 24 hours
{for up to 7 days) and within 48 hours {for up to 28 days).

Kilts newly emerged adult fleas prior to egg laying

Kills fleas, flea eggs and flea larvaa

Sterilizes and kills {adult} fleas

Prevents all flea stages (adult fleas, flea egys, fiea pupee and flea larvae)

Prevents development of all flea stages (flea eggs, flea pupae and flaa larvae) for up o (3 months) (90 days)
With pyniproxyfen ({GR)* to break flea life cycle

* insect growth regulator

Duat Action{): fiproni and pyriproxyfen (IGR}) effectively breaks the flea life cycle

Kills fleas that may transmit barfonellosis

Kills fleas that may transmit (bartoneltosis), (tularemia) (and} (tapeworm)

Kills fleas that may transmit {bartoneltosis), (lularemia) {and) (tapeworm infestations),

Kils fleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia

Effective monthly application against fleas

Effective monthly control of fleas

Kills adult fleas for up to one month {4 weeks)

Kills fleas

Easy to apply, control of (for) leas that lasts 1 month (4 weeks)

East to apply. flea control that lasts upto t (one) month (4 weeks)

EFFIPRO” PLUS Topica! Solution for Dogs kitls fieas on your dog

Kills adult fleas which may cause Flea Allergy Dermatitis (FAD)

Kills flzas which (that) may cause flea-bite anemia

Fleas do not have to bite to die

EEFPRO® PLUS Topical Solution for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis)
The successive feeding activity of fleas on dogs may elicit 2 hypersensitivity skin disorder known as Flea Allergy
Cermatitis (FAD)

Pravents flea eggs from hatching or developing into larvae or adult stages (for up to 90 days (2 months))

EPA Reg. No. 2382-xxx pending Master Label page 4 of 5
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[Ticks]

«  Kills all stages of Brown dog ticks, Amencan dog ticks, Lone Star ticks, and Deer ticks {inchuding those that may
transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrfichiosis and anaplasmosis)

«  Kills ticks including Deer ticks (that may transmit Lyme disease}, American dog ticks (that may transmit Rocky
Maountain Spotted Fever), Brown dog ticks (that may transmit ehriichiosis), and Lone Star ticks (that may transmit
hepatozoonosis) for up to one month (4 weeks).

«  Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky
Mountain Spotted Fever), and Brown dog ticks {that may transmit ehrfichiosis} for up to one month (4 weeks).

= Kils Brown dog ticks (Rhipicepfratus spp), American dog ticks {Dermacenfor variabitis}, Deer ticks (xodes spp)
and Lone Star ticks (Amblyormma amencamum} for up to one month (4 weeks).

«  Ki#ls {fLone Star ticks) (Amblyomma americanum) for 4 weeks (for up to one month).

+  Effective monthiy application against ticks

[Mosgititoes)

«  Kills mosguitoes
«  Kilis mosquitoes for up to 25 days

[Alt others]
+  EFFIPRO® PLUS Topicat Solution for Dogs aids in {the} control of sarcoptic mange mite infestations.
«  Alds in (the} controf of sarcoptic mange mite infestations
+  Elimination of sarcoptic mange mites may require muitiple monthly appiications.
«  Chewing Hice infestations are rapidly efiminated
+»  May be used on puppies from B weeks of age
+  Only for dogs and puppies 8 weeks old or clder (weighing up to 22.9 Ibs, 23 to 44.9 Ibs, weighing 45 to 88.9 Ibs,

weighing 89 to 132 ibs)

Easy, spot-on (fopical) application

Convenient topical application for dogs

Easy to apply spot-on (topical) application

Quick drying, non-greasy

Convenient, easy to apply

Easy and convenient application (applications)

Convenient to use (easy to apply)

Qnce monthly application

Single application lasts up to 4 weeks (t month) (one month)

t (3, 6 or 38) applicator(s) (tube(s)) 0.023 1l oz (.57 mL)

t (3, 6 or 38} applicator(s} [lube(s)] 0.045 fl oz (1.34 mL)

1 (3, 6 or 38} applicator(s} {{ube(s)] €.09t fl oz (268 mL)

1 (3, 8 or 35} applicator(s) |tubafsy 0.136 fl oz {4.02 mL}

t (3, 5, 36} month(ly} dose({s} (applications}

t (3, 6 or 36) applicator(s} [tube(s}| (each} containing 0.023 i oz (0.67 mL)
1 (3. 6 or 36} applicaton(s) Jtube(s)} (2ach} containing 0.045 fl oz (1.34 mL)
1(3, & or 36} applicator(s) (tube(s)) (each} containing 0.081 fl oz (2.88 mL)
t (3, B or 35} applcator(s) [lube(s)] (each) containing & t36 fl 0z (4.02 mL}
1 applicator (fube) t month(ly) dose

3 applicators (tubes) 3 monthly doses {(@pplications)

§ apphcators (tubes) 6§ monthly doses (applications}

36 applicators {ftubes) 36 monthly doses (applications)

1(3, 6, 36) applicator(s) containing 0.023 fl 0z [0.67 mL), (0.045 fl 0z (1.34 mL}, 0.091 fl oz |2.68 mL|, 0.t36 ] 0z {4.02
mL]}

Available fram veterinarians

Remains effective after exposure to sumnlight

Remains effective after bathing and swimming

Remains effective even after bathing, water immersion or exposure o rain or sunkight
Remains effective even after bathing

Remains effective after exposure to rain and sunfight

Stitf works after bathing, swimming or exposure to sunkight

Still works after exposure to sunfight

Mamtains residuat efficacy after bathing and swimming

EFFIPRO® PLUS Topical Solution for Dogs is effective after bathing, shampooing, water immersion, or sunkight
EXposUre.

«  Waterproof (remains effective after bathing and swimming)

LN I T I I N N L T T L T T T T B R S R
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{Master Label}
Virbac’s Master Label

Date December 14, 2011 Version US-8 EPA Req. No. 2382—XX)(_
Fipronil + Pyriproxyfen Topical Solution for Dogs Z

Virbac o
EFFIPRO® PLUS ToPICAL SOLUTION FOR

DOGS L G0
enquiD sk GO

i jw :”J.L A
FOR USE ONLY o#ﬁocé AND PUPPIES 8 WEEKS OLD OR OLDER (WEIGHING)(UP TO 22.9 LBS,
[WEIGHING] 23 TO 44.9 LBS, [WEIGHING] 45 TO 88.9 LBS, [WEIGHING] 89 TO 132 Ibs).

ACTWVE INGREDIENTS:

2T o3 O O OO PO VO RS OE OO UU USRI VPRI UUOTUURRIRIPIRIURORE < I f 3
Pynproxyfen ........................................................................................................................................................... 2.9%
OTHER NG RE D N T S, oo cieie ettt e s e e eaa e se s eb e aes s e et anareabsesaaEi b St arnran s resaeassnesnsestsiansarseasnresenssnsssmssesermsnerenses DT B0

KEEP OUT OF REACH OF CHILDREN
CAUTION

READ ENTIRE [LABEL BEFORE EACH USE

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmful f swallowed, Causes moderate eye imtation. Avoid contact with skin, eyes, or clothing. Wash hands thoroughly with
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS

For external use onty. Do not use on puppies under 8 weeks of age. Individual sensitivities, while rare, may cocur after using
ANY pesticide product. Possible temporary irritation may occur at the site where EFFIPRO® PLUS Topical Selution for Degs
was applied. Contact a veterinarian immediately if sians become persistent or become more severe during the first few days
following application. If an unusual reaction is observed following initial application, a velerinarian should be consulted before
repeating application. Certain medications can interact with pesticides. Consult a veterinarian before using on medicated,
debilitated or aged dogs.

FIRST AID

IF SWALLOWED: = Call a poison control center or doctor immediately for treatment advice,

«  Have person sip a glass of water if able to swallow.

+ Do not induce vomiting unless told to do so by 2 poison conlre! center or doctor.
« Do not give anything by meuth to an unconscious person.

¥ IN EYES: «  Held eye open and rinse slowly and gently with water for 15-20 minutes,
. Remove contact lenses, ¥ present, after the first 5 minutes, then continue rinsing eye.
»  Call a poisen control center or dector for treatment advice.

IF¥ ON SKIN CR »  Take off contaminated clothing.
CLOTHING:

«  Rinse skin immediately with plenly of water for 15-20 minutes.
=« {all a poison control center or doctor for treatment advice.

Have product container or tabet with you when calting a poison control cenier or docter, or going for treatment.
You may also contact the Hotline number 1-800-338-3659 for human and veierinary health concermns, emergency

medical freatment infoermation or pesticide incidents.

EPA Reg. No. 2382-xxx pending Master Labelpage | of 3
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DIREGCTIONS FOR USE
Itis a violation of Federal law to use this product in any manner inconsistent with its labeling. Do not allow children to apply
product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE.
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON
RABBITS. DO NOT USE ON OTHER ANIMALS.

For killing fleas, fisa eggs, flea larvae, all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks
{that may [which may) transmit [carry] Lyme disease), mosquitoes and chewing lice; apply to DOGS or PUPPIES (8 weeks old
or older} as follows:

APPLICATION DIRECTIONS

1. Remove one applicator from packaging.
Hold applicator upright and remove cap.
2. Invert cap and place other end back onto applicator lip.

Push cap down to break seal.
Remove cap prior to treatment application.

3 Part dog's hair between shoulder blades until skin is visible,
Place applicator tip direcily against exposed skin.

3a. For smalt dogs {12 weeks old or clder} and weighing up {0 22.9 ths- Deposit
entire contents by squeering the entire applicator contents onto dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3h. For medium dogs 23-44.9 Ibs or targe dogs 45-88.9 lbs- Apply the product evenly o three spols on the dog's
hack, starting between the shoulder blades and continuing on to the second and third spots as shown in diagram
3h, squeezing the applicator until emply.

3c. For extra large dogs 89-132 Ihs- Apply the product evenly to four spots on the dog's back, starting between the
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the
applicator until empty. Ensure that EFFIPRO® PLUS Topical Solution for Dogs is not applied superficially on dog's
hair,

¢ @
DL

““Donotgetthe
product in your dog's:
eyes or mogth -

FREQUENCY OF APPLICATION

Research has shown that flea, tick and chewing lice infestations can be controlled with monthly applications of EFFIPRC® PLUS
Topical Solution for Dogs.

Fleas: EFFIPRO® PLUS Topical Solulion for Dogs can kilt adult fieas for up to three months. Apply monthly if your dog has
fieas that may cause Flea Altergy Dermatitis {FAD), or if reinfestation is likely. EFFIPRO® PLUS Topical Solution for Dogs can
control flea eggs for up to three months (S0 days).

Ticks: EFFIPRG® PLUS Topical Solution for Dogs can kill ticks for a month or longer. Apply monthly where tick control is

consistently needed.

Chewtng Lice: EFFIPRO® PIUS Topical Solulion for Dogs can kill chewing lice for a month or longer. Apply monthly where
chewing lice control is consistently needed.

Mosquitoes: When applied monlhly, EFFIPRO® PLUS Topical Solution for Dogs can kill mosquitogs within 24 hours (for up to 7
days} and wilhin 48 hours {for up to 28 days).

Notes: Wait at least 30 days before re-application of EFFIPRO® PLUS Topical Solution for Dogs. Avoid contact with treated
area until dry.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

STORAGE: Store unused product in original container only, out of reach of children and animals.
PESTICIDEfCONTAINER DISPOSAL; if empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling,
if available, If partially fitted: Call your tocal solid waste agency for disposal instructions. Never place unused product down
any indoor or outdoor drain.

LIMITED WARRANTY AND DISCLAIMER
T0 the extent consistent with applicable law, buyer assumes all risks of use, storage, or handling of this product not in
accordance with directions. Buyer and user assume alf nisks of use and handling of this matenal when such use and handling
are contrary to label instructions. To the extent consislent with applicable law, any damage arising from a breach of this
warranty shall pe limited to direct damages and shall not include conseqguential commercial damages such as loss of profit or
values,

EPA Reg. No. 2382-xxx pending Masier Label page 2 of 5
1271652011
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How supplied: For sasy and convenient application, EFFIPRO® PLUS Topical Sotulion for Dogs is available in sizes for small
dogs and puppies 8§ weeks old or older and up 10 22.9 ibs (0.023 fl 0z)/(0.67 mL), madium dogs 23-44.9 Ibs (0.045 fi oz)f{1.34
ml }, large dogs 45-88.9 Ibs (0.091 fl 0z)/{2.68 mL), and exira large dogs 89-132 ibs (0.136 fl 0z)/(4.02 mL ).

Net Contenis:
1, 3, 6 or 36 single-dose applicalor(s) per package, Each applicator contains 0.023 fi 0z (0.67 ml), 0.045 fl oz (1.34 mlL), 0.051
fl oz (2.68 mlL}, or 0.136 fl oz {4.02 mL} {of solution),

{Delachable) catendar {monthly application) reminder stickers {with #lustration of dog or puppy)

EPA Reg. No. 2382-xxx
EPA Est. No. 2382xxxx

VIRBAC AH, INC.

PO BOX 162859

FORT WORTH, TX 76161
1.800-338-3659

Made in France

EFFIPRO® is a registered trademark of Virbac S.A. in lhe Uniled Slates
Questions or commenis?

Cait: 1-800-338-3659

{Text for Front Panel, Back Panel and Side Panel}

See package inseri(s) for directions for use and frequency of application
Open resealable label for direclions for usa

Open resealable labet for directions for use and storage and disposal
See back panel for additional precautionary statemenis

See package inserl(s) for frequency of application

See enclosed inseri(s) for directions for use and slorage and disposal

See enclosed inseri(s) for directions for use
Pholograph of dog or puppy

Lift here to open (LIFT HERE TO OPEN)
For Use on Dogs onty
Use only on dogs

{Text for Foil of Blister package}

Virbac

EFFIRRO® PLUS Topical Solution for Dogs

Onty for use {on dogs up fo 22.9 Ibs, on dogs 23-44.5 ths, on dogs 45-88.9 |bs, on dogs 89-132 ths) / (8.023 ] oz [0.67
mL}J, 0.045 fl oz [1.34 mL[, 0.091 ft oz [2.68 mL], 0.136 fl oz {4.02 mL[).

Conlains tipronil (9.7%) and pyriproxyfen (2.9%)

KEEP OUT OF REACH OF CHILDREN

CAUTION

See full iabel for additional directions

EPA Reg. No. 238210

{Text for Applicator Tube}

Virbac
EFFIPRO® PLUS

Topical Selulion for Dogs

Only for use on dogs
up io 22.9 ths (23-44.9 tbs, 45.-88.9 Lbs, 89-132 |hs)
0.023 fl oz {0.67 mL] (0.045 fl oz [1.34 mL}, 0.091 Tt oz [2.68
mL}, 0.136 fl oz [4.02 mL])
Corains fipronil (9.7%) and pyriproxyfen (2.8%)
KEEP OUT OF REACH
OF CHILDREN
CAUTION
See full label for additional directions

EPA Reg. Ne. 2382-xxx

EPA Reg. No. 2382-xxx pending Master Eabel page 3ol 5
12/16/2011
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MARKETING CLAIMS

{Multiple infestations]

(Fleas]

[Ticks]

For convenient, quick-acting, long-lasting, effecttve control of fleas, ticks, mosquitoes and chewing lice.

For convenient, quick-acting, long-lasting, effective controf of fleas, flea eggs, fiea larvae, ticks, mosquitoes
and chewin g lice.

EFFIPRO? PLUS Topical Solution for Dogs contains lhe active ingredienl fipronil, which controls infestations caused
by fleas, ticks, mosquitoes and chewing lice {on dogs) (DOGS or PUPPIES) (8 weeks old or older) (weighing up lo
22.9 Ibs, weighing 23 to 44.9 Ibs, weighing 45 to 88.9 Ibs, weighing 89 to 132 lbs).

EFFIPRO® PLUS Topical Solution for Dogs contains the active ingredient pyriproxyfen, which controls reinfestations
caused by fleas eggs and flea larvae {on dogs) (DOGS or PUPPIES) (8 weeks old or older) {weighing up to 22.9 Ibs,
weighing 23 to 44.9 Ibs, weighing 45 to 88.9 Ibs, weighing 89 to 132 Ihs).

For easy and convenlent application, EFFIPRO® PLUS Top!cal Solution for Dogs is available in sizes for small
dogs and puppies 8 weeks old or older and up to 22.9 Ibs (0.023 {1 oz) {0.67 mL), medium dogs 23-44.9 bs
(0.045 §l oz) {1.34 mL), large dogs 45-88.9 [bs {0.091 1] 0z) (2.68 mL), and extra [arge dogs 89-132 lbs (0. 136 1]
oz) {4.02 mi).

For killing fleas, {tea eggs. flealarvas,) all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks (lhat (which] may transmit (carry} Lyme disease), mosquitoes and chewing lice; apply to DOGS or
PUPPIES (8 weeks old or older) as follows: (followed by applicalion directions).

Persistent flea and fick efficacy for up to one month (4 weeks)

Prevents flea and tick (re-)infestation for up to one month {4 weeks)

Kills fleas and ticks for up to one mornith (4 weeks)

Apply monthly for control and prevention of fleas and ticks

Kills fleas and ticks that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, shriichiosis,
bartonellosis {and hepalozoonosis).

Kills fleas, {flea eggs, flea larvae,) ticks, mosquitoes and chewing lice

Kills fleas, {flea eggs, flea larvae,) ticks, mosquitoes and lice

Effective monthly control of fleas and ticks

Effeclive monthly application for fleas and ticks

Effective monthly application for dogs against fleas and ticks

Single application kills fleas and ticks

Single application lasts 4 weeks (one month)

Research has shown that flaa, tick and chewing lice infestations can be completely confrolled with monthly
applications of EFFIPRO® PLUS Topical Solution for Dogs.

Fleas: EFFIPRO® PLUS Topical Solution for Dogs can kill adult fleas, flea eggs and flea larvae for up to three
months. Apply monfhly if your dog has fleas that may cause Flea Allergy Dermatitis (FAD), or if reinfesialion is likely.
Ticks: EFFIPRO® PLUS Topical Solulion for Dogs can kil! ticks for a month or longer, Apply monthly where tick
control is consistently needed.

Chewlng Lice: EFFIPRO® PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. Apply monlhly
where chewing lice control is consistently needed,

Mosquitoes: When applied monthly, EFFIPRO® PLUS Topical Solution for Dogs can kill mosquitoes wilhin 24 hours
{for up to 7 days) and within 48 hours (for up to 28 days).

Kills newly emerged adult fleas prior to egg laying

Kills fleas, flea eggs and flea larvae

Sterilizes and kills {adult) flzas

Prevents all flea stages {(adult fleas, flea eggs. flea pupae and flea larvae)

Prevents development of all flea stages (flea eggs, flea pupae and flea larvae) for up to (3 monlhs) (90 days)
With pyriproxyfen {IGR) to break flea life cycle

Dual Action(1): fipronil and pyriproxyfen ({GR) effectively breaks the flea life cycle

Kills fleas that may transmit barfonelosis

Kills fleas that may transmit bartonefosis, tularemia and tapeworm

Kills fleas that may transmit diseases, including bartonellosis, tularermia (and tapeworm infestalions).

Kitls fleas that may cause Flea Allergy Dermatitis {FAD) or flea-bite anemia

Effective monthly application against fleas

Effective monthly control of fleas

Kills adult fleas for up to one month (4 weeks)

Kills tleas

Easy to apply, control of {for) fleas that lasts t month (4 weeks)

East to ap@?!y, flea control that lasls up to t {one) month (4 weeks)

EFFIPRO" PLUS Topical Solution for Dogs kills fleas on your dog

Kills adult fleas which may cause Flea Allergy Dermatitis {(FAD}

Kills fleas which {that) may cause flea-bite anemia

Fleas do not have to bite to die

EFFIPRO® PLUS Topical Solulion for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatilis)
The successive feeding aclivity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy
Dermatitls {FAD)

Prevents tlea eggs from hatching or developing into larvae or adult stages (for up to 90 days {3 monfhs))

EPA Reg. No. 2382-xxx pending Master Label page 4 of 3
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Kills all slages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks (including those that may
ransmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrichiosis and anapiasmosis)

Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky
Mountain Spotted Fever), Brown dog ticks (that may transmit ehrlichiosig), and Lone Star ticks (that may transmit
hepatozoonosis) for up to one month (4 weeks).

Kiils ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky
Mountain Spotted Fever), and Brown dog ticks {that may transmit ehrlichiosis) for up to one month (4 weeks).
Kilis Brown dog licks (Rhipicephalus spp), American dog ticks (Dermacentor variabifis), Deer ticks (fxodes spp)
and Lone Star ticks {Amblyomma americarum) for up to one month (4 weeks).

tis Ambiyomma americanum (Lone Siar ticks) for 4 weeks (for up lo one month).

Effective monthly application against ticks

[Mosquitoes]

Kills mosquitoes
Kills mosquitoes for up to 28 days

At others|

EFFIPRO® PLUS Topical Solution for Dogs aids in (the) control of sarcoptic mange mite infestations,
Aids in {the) control of sarcoptic mange mite infeslations

Eiimination of mites may require muitiple monthly applications.

Chewing iice infestations are rapidily eliminated

May be used on puppies from 8 weeks of age

Only for dogs and puppies 8 weeks oid or oider (weighing up to 22.9 ibs, 23 to 44.8 Ibs, weighing 45 to 88.9 ibs,
weighing 89 to 132 ibs)

Easy, spot-on {topical) appiication

Convenient topical application for dogs

Easy o apply spot-on (fopicat} application

Quick drying, non-greasy

Convenient, easy o appiy

Easy and convenient appiication {(applications)

Convenient to use (easy {o apply)

Cnce monthiy application

Singie appiication {asls up to 4 weeks {1 month) {one month)

t (3, 6 or 36) applicator(s} ftube{s)f 0.023 fl oz {(0.67 ml.)

1 (3, 6 or 36} appiicator(s) [tube(s)} 0.045# 0z (1,34 mlL.)

1 (3, & or 36) appiicator(s} [tube(s)} 0.091 floz (2.68 mlL)

1 (3, & or 36} appiicator(s) [fube(s)} 0.136 fi 0z (4.02 mL)

1(3, 8, 36) month{ly) dose(s) {applications)

1(3, 6 or 36) applicator(s) (fube(s)| {each) containing 0.023 fl oz (0.67 mL)
1 (3, 6 or 36) applicator(s} (fube(s})| (each) containing 0.045 fl 0z {1.34 mL)
1 (3, & or 36} applicator(s) (tube(s) {each) containing 0.091 I oz (2.63 mL)
1 (3, & or 36} appiicator(s} (tubefs)| (each) containing 0.136 fl 0z (4.02 mL)
t applicator (tube) 1 month{ly} dose

3 appiicators (tubes} 3 monthiy doses (applications)

& appiicators {tubes} 6 monthiy doses (applications)

38 appiicators (tubes) 36 monthly doses (applications)

mLf)

Avallable from licensed veterinarians

Remains effective after exposure to sunlight

Remains effective after bathing and swimming

Remains effective even after bathing, water immersion or exposure to rain or suniight
Remains effective even after bathing

Remains effective after exposure to rain and sunlfight

Still works after bathing, swimming or exposure to sunlight

Still works after exposure to sunifight

Maintains residual efficacy after bathing and swimming

EFFIPRO® PLUS Topical Soiution for Dogs is effective after trathing, shampooing, water immersion, or suniight
exposure.

Waterproof (remains effective after bathing and swimming)

EPA Reg. No. 2382-xxx pending Master Labelpage 5ol 5
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{Master Label}
Virbac’s Master Label

Bate December 14, 2011 Version UJS-8 EPA Reg. No. 2382-XXX
Fipronil + Pyriproxyfen Topical Solution for Dogs

Virbac -
EFFIPRO® PLUS TopicAL SOLUTION FOR

DOGS

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER {WEIGHING){UP TO 22.9 LBS,
[WEIGHING] 23 TO 44,9 LBS, [WEIGHING] 45 TO 88.9 LBS, [WEIGHING] 89 TO 132 Ihs).

ACTIVE INGREDtENTS”{@

Fipronii ... TP 9.7%
Pyriproxyfen........ S et L e s e 2.9%
OTHER {NGREDIENTS: ... 87.4%
TOTALL e .. 100.0%

KEEP ou%%REACH OF CHILDREN
ION

READ ENTIRE LABEIgBEFORE EACH USE

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmful if swallowed. Causes moderate eye imifation. Avcid contact with skin, eyes, or clothing. Wash hands thoroughly with
soap and water after handiing and before gafing, drinking, chewing gum, using {obacco, or using the toilet.

HAZARDS TO BOMESTIC ANIMALS

For external use only. Do not use on puppies under 8 weeks of age. individual sensitivities, while rare, may occur after using
ANY pasticide product. Possible temporary irritadion may ccour at the site where EFFIPROE PLUS Topical Solution for Bogs
was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the first few days
following appication. If an unusual reaction is observed following inifial application, a veterinarian should be consulted before
repeating application. Cerfain medications ¢an interact with pesticides. Consult & veterinarian before using on medicated,
debilitated or aged dogs.

FIRST AlD

IF SWALLOWED: =  Call a poison gonirol center or doctor immediately for treatment advice,

=  Have person sip & glass of water if able {o swallow.

. Do not induce vomiting uniess told to do so by & poison confrol center or doctor.
. Do not give anything by mouth to an unconscious parson.

tF IN EYES: *  Hold eye open and rinse slowly and gently with water for 15-20 minuies.
. Remove contact lznses, if present, after the first 5 minufes, then continue rinsing eye.
= LCall a poison control cenfer or doctor for treatment agvice.

IF ON SKIN OR = Take off contaminated clothing.

CLOTHING: +«  Rinse skin immediately with plenty of water for 15-20 minutes.

= Call a poison control genter or docior for {reafment advice,

Have product confainer or labet with you when calling a potson control center or doctor, or golng for treatment.
You may also contact the Hotline number 1-800-338-3659 for human and veterinary health concerns, emergency

medical traatment Information or pesticide incidents.

EPA Reg. No. 2382-xxx pending Master Labet page 1 of 3
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DIRECTIONS FOR USE
ttis & violation of Federal taw to use this product in any manner inconsistent with its labeling. Do not allow children to apply
product, TO PREVENT HARM TO YOU AND YOUR ROG, READ ENTIRE LABEI. AND DIRECTIONS BEFORE EACH USE.
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY, DO NOT USE ON
RABBITS. DO NOT USE ON OTHER ANIMALS.

For kiling fleas, flea eggs, flea larvae, all stages of Brown dog ticks, American dog ticks, L.one Star ticks, and Deer ticks
{that may [which may] fransmit (carry] Lyme disease), mosquitoes and chewing lice; apply to DOGS or PUPPIES (8 weeks old
or ofder} as follows:

APPLICATIDN DIRECTIONS

1. Remove one applicator from packaging.
Hold applicator upright and remove cap.
2. Invert cap and ptace other end back onlo applicator tip.

Push ¢cap down to break seal.
Remove cap prior to trealment application.

3. Part dog's hair between shoulder blades until skin is visible.
Place applicator tip directly against exposed skin,

3a. For small dogs (12 weeks old or otder) and weighing up to 22.9 tbs- Deposit
entire contents by squeezing the entire applicator contents onto dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3b. For medium dogs 23-44.9 !bs or large dogs 45-88.9 tbs- Apply the product evenly to three spols on the dog's
back, starting befween the shoulder blades and continuing on to the second and third spols as shown in diagram
3b, squeezing the applicator unti! empty.

3c. For extra targe dogs 89-132 ths- Apply the product evenly to four spots on the dog's back, starting between the
shoutder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the
applicator until empty. Ensure that EFFIPRO® PLUS Topicat Solulion for Dogs s not applied superficially on dog's
hair.

—@
=

“Donotgetthe Do not get the’

—~—

product in your dog’s [ product in your @
- eyes ormouth. . /es or mouth

FREQUENCY OF APPLICATION
Research has shown that flea, tick and chewing lice infestations can be controlled with monthly applications of EFFIPRO® PLUS

Topicat Solution for Dogs.
Fleas: EFFIPRO® PLLUS Topicat Solution for Dogs can kill adult fleas for up to three months. Apply monthly if your dog has
fleas that may cause Flea Allergy Dermatitis (FAD), or if reinfestation is likely. EFFIPRO® PLUS Topical Solution for Dogs can

contro! flea eggs for up Lo three months (90 days).
Ticks: EFFIPRO® PLUS Topical Solution for Dogs can kill ticks for a month or longar. Apply monthly where tick contro! is

consistently needed.
Chewing Lice: EFFIPRO® PLUS Topical Solution for Dogs can kilt chewing lice for 2 month or longer. Apply monthly where

chewing lice control is consistently needed.
Mosquitoes: When applied monthty, EFFIPRD® PLUS Topicat Solution for Dogs can kil mosquitoes within 24 hours,{{or upto 7

daysyand within 48 hours #or up to 28 dayg¥
Notés: Wait at teast 30 days before re-applicalion of EFFIPRO® PLUS Topicat Solution for Dogs. Avoid contact with treated

area until dry.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

STORAGE: Store unused product in original container onty, out of reach of children and animats.
FESTICIDE/CONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container, Offer for recycling,
if available. if partialty filled: Call your local solid wasle agency for disposal instructions. Never place unused product down
any indoor or cutdoor drain,

LIMITED WARRANTY AND DISCLAIMER
To the exient consistent with applicable law, buyer assumes all risks of use, storage, of handling of this product not in
accordance with directions. Buyer and user assume alt risks of use and handling of this material when such use and handling
are conlrary to labet instructions. To the extent consistent with applicable taw, any damage arising from & breach of this
warranty shall be limited to direct damages and shall not include consequential commercial damages such as loss of profit or
values,

EPA Reg. Mo. 2382-xxx pending Master Label page 2 of 5
t2/16/281 4 1 6



How supplled: For easy and convenierd application, EFFI PRO® PLUS Topicat Solution for Oogs is available in sizes for small
dogs and puppies 8 weeks old ar older and up to 22.9 Ibs {0.023 1l 02)/(0.67 mL), medium dogs 23-44.9 Ibs (0,045 | 0z)/(1.34
mL), large dogs 45-88.9 Ibs (0.091 fl 0z)/{2.68 ml.), and extra large dogs 89-132 Ibs {0.138 fl 0z)/{4.02 ml).

Net Contents:
1, 3, 6 or 36 single-dose applicator{s) per package. Each applicalor contains 0.023 fl oz (0.67 mL), 0.045 ] oz {1.34 mL), 0.081
floz {2.68 mL), or 0.136 fl 0z {4.02 mL) {of solution).

{Detachable) calendar {monthly application) reminder stickers {with illustration of dog or puppy)

EPA Reg. No, 2382-xxx
EPA Esl. No. 2382-xxxx

VIRBAC AH, INC.

PO BOX 162059

FORT WORTH, TX 76161
1-800-338-3659

Made in France

EFFIPRO® is a registered trademark of Virbac S.A. in the United Stales
Questions or comments?

Call: 1-800-338-3658

{Text for Front Panel, Back Panel and Side Panel}

See package insert{s} for directions for use and frequency of application
Open resealable lzbel for directions for use

Open resealable label for directions for use and slorage and disposal
See back panel for additional precaulionary slalements

See package insert(s) for frequency of applicalion

Ses enclosed inseri(s) for directions for use and storage and disposal
See enclosed insert{s) for dirsctions for use

Photograph of dog or puppy

Lift here 10 open {LIFT HERE TO OPEN)
For Use on Dogs only
Use only on dogs

{Text for Foil of Blister package}

Virbac

EFFIPRO® PLUS Topical Solution for Dogs

Ondy for use (on dogs up to 22.9 |bs, on dogs 23-44.9 |bs, on dogs 45-88.9 (bs, on dogs 89-132 |bs) f (0.022 fl oz [0.67
mL}, 0,045 fl oz [1.34 mL], 0.091 £l oz [2.68 mL], 0.136 fT oz [4.02 mL]).

Contains fipronil (9.7%) and pyriproxyfen {2.8%)

KEEP QUT OF REACH OF CHILOREN

CAUTION

See full Iabel for additional directions

EPA Reg. No. 2382-xxx

{Text for Applicator Tube}

Virbac
EFFIPRO® PLUS
Topical Solution for Bogs
Only for use on dogs
up t0 22.9 1bs {23-44.9 Ibs, 45-88.9 1bs, 83-132 Ibs)
0.023 1 oz [0.67 mLj (0.045 fl oz [1.34 mL}, .081 §l oz [2.68
mL}, 0.136 fl oz [4.02 mL])
Contains fipronil (9.7%) and pyriproxyfen {2.9%)
KEEP OUT OF REACH
OF CHILDREN
CAUTION
See full lakel for addilional directions
EPA Reg. No. 2382xx

EPA Reg. No. 2382-xxx pending Master Label page 3 of 3
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MARKETING CLAIMS
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infestations)

For convenlent, quick-acting, long-lasting, effective control of fleas, ticks, mosquitoes and chewing lice.

For convenlent, quick-acting, long-lasting, effective control of fleas, flea eggs, flea larvae, ticks, mosquitoes
and chewlng lice.

EFFIPRG® PLUS Topical Solution for Dogs contains the active ingredienl fipronil, which controls infestations caused
by fleas, ticks, mosquitoes and chewing lice {on dogs) {DOGS or PUPPIES) (8 weeks old or older) (weighing up to
22.9 Ibs, weighing 23 to 44.9 Ibs, weighing 45 fo 88.9 Ibs, weighing 89 to 132 Ibs).

EFFIPRC® PLUS Topical Solution for Dogs contains the active ingredient pyriproxyfen, which controls reinfeslalions
caused by fleas eggs and flea larvae {on dogs) {DOGS or PUPFIES) (8 weeks old or older) {weighing up to 22.9 Ibs,
weighing 23 10 44.9 Ibs, weighing 45 to 88,9 Ibs, weighing 89 lo 132 Ibs).

For easy and convenient application, EFFIPRO® PLUS Toplcal Soletion for Dogs Is available in sizes for small
dogs and puppies 8 weeks old or older and up to 22.9 Ibs {0.023 f) oz) {0-67 mL), medium dogs 23-44.9 Ibs
{0,045 f! oz} {1.34 mL), large dogs 45-85.9 Ibs {0.091 fl 0z) (2,68 mL), and extra large dogs 89-132 Ibs {0.136 fi
oz} {4.02 mL).

For killing fleas, {flea eggs. flealarvae,) all stages of Brown dog ticks, Amerlcan dog ticks, Lone Star ticks, and
Deer ticks (that {which) may transmit {carry) Lyme disease), mosquitoes and chewing lice; apply to DOGS or
PUPPIES {6 weeks old or older) as follows: {followed by application directions).

Persistent flea and tick efiicacy for up to one month {4 weeks)

Prevents flea and tick {re-)infesiation for up to one monlh {4 weeks)

IKills tleas and ticks for up to one month {4 weeks)

Apply manthly for control and prevention of fleas and ticks

Kills fleas and ticks that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehtlichiosis,
bartonellosis {and hepalozoonosis).

Kills fleas, {flea eggs, flea larvae,) ticks, mosquitoes and chewing lice

Kills fleas, {flea eggs, flea larvae,) ticks, mosquiloes and lice

Effective monthly control of fleas and ticks

Effective monthly application for fleas and ticks

Effective monthly application for dogs against fleas and ticks

Single application kills fleas and ticks

Single applicalion lasts 4 weeks {one month)

Research has shown that flea, tick and chewing lice infestations can be-sempletely controlled with monthly
applicalions of EFFI PRO® PLUS Topica! Solulion for Dogs.

Fleas: EFFIPRO® PLUS Topical Solution for Dogs can Kill adult fleas, flea eggs and flea larvae for up 10 three
monlhs. Apply monlhly if your dog has fleas lhat may cause Flea Allergy Dermatitis (FAD), or if reinfestation is likely.
Ticks: EFFIPRO® PLUS Topical Solution for Dogs can kil ticks for a monlh or longer, Apply monlhly where tick
control is consistently needed.

Chewing Llce: EFFIPRG® PLUS Topical Solution for Bogs can kill chewing lice for a month or longer. Apply monthly
where chewing lice control is consistently needed,

/?!osquttoes Wh )?n applied monthly, EEFIPRO® PLUS Topical Solution for Dogs can kill mosquitoes within 24 hours
for

{Fleas)

[Ticks]

r up to 7 days)and within 48 hours flor up lo 28 days).

Kills newly emerged adult fleas prior 0 egg laying

Kills fleas, flea eggs and flea larvae

Stenilizes and kills {adult) fleas

Prevenis all flea stages {(adult fleas, flea egygs, flea pupae and flea larvae)

Prevents development of all flea stages {flea eggs, flea pupae and flea larvae) for up to {3 months) (90 days)
With pyriproxyfen {IGR) fo break flea life cycle

Duatl Action{!}: fipronil and pyriproxyfen {{GR) effectively breaks the flea life cycle

Kills fleas that may transmit bartonellosis

fills fleas that may transmit bartonellosis, tularemia and tapeworm

Kills Teas Ihat may transmit.diseasescnctadingSartonellosis, tularemia {and tapeworm infeslations).

Kills fleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia

Effective monthly application against fleas

Effeclive monthly control of fleas

Kills adult fleas for up to one month {4 weeks)

Kills fleas

Easy to apply, conlrol of {for) fleas that lasts 1 month {4 weeks)

Eastto apgly, flza control that lasls up to 1 {one) monlh {4 weeks)

EFFIPRC® PLUS Topical Solution for Dogs kills fleas on your dog

Kills adult fleas which may cause Flea Allergy Dermalitis {FAD)

Kills fleas which {that) may cause flea-bite anemia

Fleas do not have lo bite to die

EFFIPRGC® PLUS Topical Solution for Dogs rapidly kills fleas that may cause FAD {Flea Allergy Dermatilis)
The successive feeding activity of fleas on dogs may eficit a hypersensitivity skin disorder known as Flea Allergy
Dermatitis {FAD)

Prevenls flea eggs from hatching or developing into larvae or adult stages (for up to 20 days {3 months))

EPA Reg. No. 2382-xxx pending Master Label page 4 of 3
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Kills all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks fincluding those that may
transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and apaplasmosis)

Kills ticks including Deer ticks {that may transmit Lyme disease), American dog ticks (that may transmit Rocky
Mountain Spotted Fever), Brown dog ticks (that may transmit ehrichiosis). and Lone Star ticks (that may transmit
hepatozoonosis) for up to one month {4 weeks).

Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky
Mountain Spotted Fever), and Brown dog ticks (that may transmit ehrichiosis} for up to one month (4 weeks).
Kills Brown dog ticks (Rhipicephalus spp), American dog ticks (Dermacenlor variabifis), Deer ticks (fxodes spp)
and Lone Star ticks (Amblyomma americanum) for up to one month {4 weeks).

Kills Ambfyomma americanum (Lone Star ticks) for 4 weeks {for up to one month).

Effective monthly application against ticks

[Mosquitoes}
-+ Kills mosquitoes
-+ Kills mosquitoes for up to 28 days
[Alt others[
~—=»  EFFtPRO® PLUS Topicat Solution for Dogs aids in {the) control of sarcoptic mange mite infestations.
—+  Aids in {the) control of sarcoplic mange mite infestations
—+  Eliminalion of mites may require multiple monthly applications.
-+ Chewing kice infestations are rapidly eliminated
~+  May be used on puppies from 8 weeks of age
= Qnly for dogs and puppies 8 wesks old or older {weighing up to 22.9 Ibs, 23 to 44.9 Ibs, weighing 45 to 88.9 lbs,

l.......l............“

weighing 89 to 132 Ibs)

Easy, spot-on {topical) application

Convenient topicat application for dogs

Easy to apply spot-on (topical) application

Quick drying, non-greasy

Convenient, easy to apply

Easy and convenient application (applications)

Convenient to use (easy to apply)

Once monthly application

Single application lasts up to 4 weeks (1 month) {(one month)

13, 6 or 36) applicalor(s) [tube(s)} 0.023 fl oz (0.67 mL)

1 (3, 6 or 36) applicator(s) [tube(s)} 0.045 fl oz {1.34 mL)

t {3, 6 or 36) applicator(s) (tube(s)] 0.091 fl 0z (2.68 mL)

1 {3, 6 or 36) applicaton(s) [tube(s) 0.136 fl 0z {4.02 mL)

1 (3, 6, 36) month(ly) dose(s) (zpplications)

1 (3, 6 or 36} applicator(s) [tube(s)] {each) conlaning 0.023 tl oz (0.67 mL)
1({3, 6 or 36) applicator(s) [tube(s)[ (each) containing 0.045 fl oz (1.34 mL}
t {3, 6 or 36) applicalor(s) flube(s)) (gach) containing 0.091 fl 0z (2.68 mL)
t (3, 6 or 36) applicalor(s} ftube(s)) (sach) containing 0.136 fl 0z {4.02 mL}
t applicalor {fube} 1 month(ly} dose

3 applicators {tubes) 3 monthly doses (applications)

6 applicators {tubes) 6 monthly doses (applications)

36 applicators (fubes) 36 monthly doses (applications)

1(3, 6, 36) applicator(s) containing 0.023 f 0z (0.67 ML}, (0.045 i oz {1.34 mL}, 0,091 fl 0z {2.68 mL[, 0.136 1l 0z [4.02

mL[}

Available from licensed veterinarians

Remains effective after exposure to sunlight

Remains effective after bathing and swimming

Remains effective even after bathing, water immersion or exposure to rain or sunlight
Remains effective even after bathing

Remains effective after exposure to rain and sunlight

Still works after bathing, swimming or exposure to sunlight

Still works after exposure to sunlight

Maintains residual efficacy after bathing and swimming

EFFIPRO® PLUS Topical Solution for Dogs is effective after bathing. shampooing, water immersion, or sunlight
exposure,

Waterproof (remains effective after bathing and swimming)

EPA Reg, No, 2382-xxx pending Master Label page 5 of 35
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{Master Label}

Virbac’s Master Label

Date December 14, 2011 Version US-8 EPA Reg. No. 2382-XXX
Fipronil + Pyriproxyfen Topical Solution for Dogs

TOPICAL SOLUTION FOR

O
\2/\}\? ; FOR USE ONLY ON D PUPPIES 8 WEEKS OLD OR OLDER (WEIGH G)(U TO 22.3LBS,
U}}’ [WEIGHING] 2 449 LBS, EIGHING] 45 TO 88.9 LBS, [WEIGHING)E92 TO 1 :

L/ N

IO L I b

e 2.9%
. B7.4%
v, 100.0%

KEEP OUT OF REACH OF CHILDREN
CAUTION

REAR ENTIRE LABEL BEFORE EACH USE

" PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

HAZARDS TO HUMANS

Hamiful if swallowed, Causes moderate eye iritation. Avoid contact with skin, eyes, or clothing. Wash hands thoroughly with
soap and water after handling and before ealing, diinking, chewing gumn, using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS

For external use only. Do not use on puppies under 8 weeks of age. Individual sensitivities, while rare, may occur after using
ANY peslicide product. Possible temporary irritalion may occur at the site where EFFIPRO® PLUS Topicat Solution for Dogs
was applied, Contact a velerinarian immediatety if signs become persistent or become more severe during the first few days
following application. if an unusual reaction is observed following initial apptication, a velerinarian should be consulted before
repeating application. Certain medications can interact with pesticides. Consult 2 veternarian before using on medicated,
debilitated or aged dogs.

FIRST AID

IF SWALLOWED: = Call a poison control center or doctor immediately for treatment advice.

»  Have person sip a glass of waler if able 1o swallow.

» Do not induce vomiting unless told to do so by a peison control center or doctor.

» Do not give anything by mouth to an unconscious person.
IF (N EYES: »  Hold eye open and rinse slowly and gently with water for 15-20 minutes.
»  Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.

s Call a poison control center or doctor for treatment advice.

IF ON SKIN OR = Take off contaminated clothing.
CLOTHING: . Rinse skin immediately with plenty of water for 15-20 minutes.
= Call a poison control center or doctor for treatment advice.

Have product container or tabet with you when calting a potson controt center or doctor, or going for treatment.
You may also contact the Hotline number £-860-338-3659 for human and veterinary health concerns, emergency

medical treatment information or pestlcide incidents.

EPA Reg. No. 2382-xxx pending Master Label page 1 of 5
1271672001



DIRECTIONS FOR USE
It is a violalion of Federal law to use this product in any manner inconsistent with its labeling. Oo not alfow children {o apply
product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE,
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON

RABBITS. DO NOT USE ON OTHER ANIMALS,

For killing fieas, flea eggs, flea larvae, all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks
(that may {which may] transmit {carry] Lyrme disease), mosquitoes and chewing lice; apply to DOGS or PUPPIES (8 weeks old
or older] as follows:

APPLICATION DIRECTIONS

1. Remove one applicator from packaging.
Hold applicalor upright and rermove cap,
2, 'nvert cap and place olher end back onlo applicator tip.

Push cap down to break seal.
Remove cap prior to treatment applicalion.

3. Part dog's hair between shoulder blades uniil skin is visible.
Place applicator tip directly against exposed skin,

3a. For small dogs (12 weeks old or clder) and weighing up to 22.9 ibs- Depostt
enlire contents by squeezing the entire applicator contents onto dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3h. For medium dogs 23-44.9 Ibs or large dogs 45-88.9 Ibs- Apply the product evenly to three spois on lhe dog's
back, starling between the shoulder blades and continuing on to the second and third spols as shown in diagram
3b, squeezing the applicator untit erpty.

3o, For extra large dogs 59-132 Ibs- Apply the producl evenly Lo four spots on the dog's back, starting between the
shouider blades and continuing on to the second, third and fourth spots as shown in diagram 3¢, squeezing the
applicator until empty. Ensure that E FFIPRO® PLUS Topical Solulion for Dogs is not applied superficially on dog's
hair.

FREQUENCY OF APPLICATION
Research has shown that flea, tick and chewing lice infestalions can be controlled with monthly applications of EFFIPRO® PLUS

Topical Solution for Dogs.
Fieas: EFFIPRO® PLUS Topical Solution for Dogs can kill adult fleas for up jo three months. Apply monthly if your dog has
fleas that may cause Flea Allargy Dermatitis (FAD], or if reinfestation is likely, EFFIPRO® PLUS Topical Solution for Dogs can

control flea egys for up to ihree months {90 days).
Ticks: EFFIPRO® PLUS Tapical Salution for Dogs can kill ticks for a month or longer. Apply monlhly where tick control is

consistently needed.
Chewlng Lice: EFFIPROT PLUS Topical Solution for Dogs can kill chewing lice for a monlh or longer. Apply monthly where

chewing lice control is consistenlly needed.
Mosquitoes: When applied monthly, EFFIPRO® PLUS Topical Solution for Dogs can kill mosquitoes within 24 hours (forupto 7

days) and within 48 hours (for up to 28 days).
Notes: Wait at least 30 days before re-application of EFFIPRO¥ PLUS Topical Solution for Dogs. Avoid contact with treated

area untif dry.

STORAGE AND DISPOSAL
Do not conlaminate water, food, or feed by storage and disposal.

STORAGE: Store unused product in original container only, out of reach of children and animals.

PESTICIDE/CONTAINER DISPOSAL: If emply: Nonrefilable container. Do not reuse or refill this container. Offer for recycling,
if available. If partialty filled: Call your local solid wasle agency for disposal instructions. Never place unused product down

any indoor or ouidoor drair.
LIMITED WARRANTY AND DiSCLAIMER

To the extent consistent with applicable law, buyer assumes all risks of use, slorage, or handling of this product not in
accordance with directions. Buyer and user assume all risks of use and handling of this material when such use and handling
are contrary to {abel instructions. To the extent consistent with applicable faw, any damage arising from a breach of this
warranty shall be imited io direct damages and shall not include consequenlial commercial damages such as loss of profit or

values,

EPA Reg. No. 2382-xxx pending Masler t.abel page 2 of 3
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How supplied: For easy and convenient application, EFFIPRO™ PLUS Topical Solution tor Dogs is available in sizes tor small
dogs and puppies 8 weeks old or older and up to 22.9 Ibs (0.023 # 0z)/(0.67 mL), medium dogs 23-44.9 Ibs (0.045 fl ox)/{t.34
mb), large dogs 45-88.9 Ibs (0.091 fl 0z)/(2.68 mL), and extra large dogs 83-132 Ibs (0. 136 ] oz)f{4.02 mL).

Net Contents:
t, 3, 6 or 36 single-dose applicator{s) per package. Each applicator contains 0.023 1] oz (0.67 mL), 0.045 f§ oz {1.34 mL), 0.09t
ft oz (2.68 mL), or 0.136 0z {4.02 mL) {ot solution).

{Detachable) calendar (monthly application) reminder stickers (with illustration of dog or puppy)

EPA Reg. No. 2382-xxx
EPA Est. No. 2382-00x

VIRBAC AH, INC,

PO BOX 162059

FORT WORTH, TX 76161
1-800-338-3659

Made in France

EFFIPRO%is a registered trademark ot Virbac 8.A. in the United Stales
Questions or comments?

Call: 1-800-338-3659

{Text for Front Panel, Back Panel and Side Panel}

See package inseri(s) tor directions for use and trequency ot application
Open resealable label for directions tor use

Open reseatable label for directions tor use and storage and disposal
See back pane! for additional precautionary statements

See package insert(s) tor frequency ot application

See enclosed inseri(s) lor directions tor use and storage and disposal

See enclosed inseri(s) tor directions tor use
Photograph of dog or puppy

Lift here to open (LIFT HERE TO OPEN)
For Use on Dogs only
Use onty on doos

{Text for Foil of Blister package}

Virbac

EFFIPRO® PLUS Topical Solution tor Dogs

Only for use {on dogs up to 22.9 bs, on dogs 23-44.9 Ibs, on dogs 45-88.9 ths, on dogs 89-132 ths) / (0.023 fl oz [0.67
mLj, 0.045 fl oz [1.34 mi], 0.094 fl oz [2.68 mL], 0.136 tt oz [4.02 mL]).

Contains fipronil {2.7%) and pyriproxyfen (2.9%)

KEEP QUT OF REACH OF CHILDREN

CAUTION

See tull tabe! tor additionat directions

EPA Reg. No. 2382-xxx

{Text for Applicator Tube}

Virbac
EFFIPRO® PLUS
Topical Solution for Dogs
Only for use on dogs
upio 22.9 ibs (23-44.9 Ibs, 45-88.9 Ibs, 89-132 tbs)
0.823 fl oz [0.67 mL] (0.045 f! oz [1.34 mi], 0.091 ft 0z [2.65
mL], 0.136 f! oz [4.02 mi])
Contains fipronil (2.7%) and pynproxyfen (2.9%)
KEEP OUT OF REACH
OF CHILDREN
CAUTION
See tull label for additional directions
EPA Reg. No. 2382-xx

EPA Reg. No. 2382-xxx pending Masrer Labe! page 3 of 5
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MARKETING CLAIMS

nMultiple
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[Fieas]

[Ticks]

infestations]

For convenient, quick-acting, long-tasting, effective confro! ot fieas, ticks, mosquitoes and chewing llce.
For convenlent, quick-acting, long-tasting, effective confrol ot tieas, tlea eggs, tlea larvae, ticks, mosqultoes
and chewing lice.

EFFIPRO® PLUS Topical Solution for Dogs conlains the active ingredient fipronit, which controls intesiations caused
by fleas, ticks, mosquitoes and chewing lice {on dogs) {DOGS or PUPPIES) (8 weeks old or older) {weighing up io
22.9 Ibg, weighing 23 to 44.9 Ibs, weighing 45 to 88.9 Ibs, weighing 89 fo 132 ibs).

EFFIPRC® PLUS Topicat Selulion tor Crogs contains the active ingredient pyriproxyfen, which conlrols reintestations
caused by tleas eggs and tlea larvae {on dogs) (DOGS or PUPPIES) (8 weeks old or older) fweighing up to 22.8 Ibs,
weighing 23 lo 44.2 Ibs, weighing 45 lo 88.9 lbs, weighing 8% to 132 Ibs).

For easy and convenient application, EFFIPRC® 2LUS Topicat Sofution for Dogs is available in sizes for smali
dogs and puppies 8 weeks old or older and up fo 22.9 ibs (0.023 t! o2} {0.67 mL), medium dogs 23-44.0 ths
{0.045 fi 0z} (1.34 mL), farge dogs 45-88.9 lbs {0.09 ti 02) {2.68 mL], and extra large dogs 89-132 lbs {0.136 {1
0z) {4.02 mL}).

For killing fleas, (flea egos, flea larvae,) all stages of Brown dog ficks, American dog ticks, Lone Star ticks, and
Deer ficks (that [which] may transmit [carmy] Lyme disease), mosquitoes and chewing lice; apply io DOGS or
PUPPIES {8 weeks old or older) as follows: (followed by application direclions).

Persistent flea and tick efficacy tor up to one month (4 weeks)

Prevents flea and tick (re-)intestation tor up to one month (4 weeks)

Kills fleas and ticks tor up to one monlh {4 waeks)

Apply monthly tor conlrol and prevention ot tieas and ticks

Kills tleas and ticks that may transmit Lyme diseass, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis,
bartonellosis {and hepalozoonosis).

Kills tleas, {flea eggs, flea larvae,) ficks, mosquitoes and chewing lice

Kills fleas, {flea eggs, flea larvae,) ticks, mosquitoes and lice

Effective montily confrol ot fleas and ticks

Effective monthily application for tleas and ticks

Effective monthly application for dogs against fleas and licks

Single application kilts fleas and licks

Single applicalion lasts 4 weeks {one month)

Research has shown that tiea, fick and chewing lice intestations can be completely controlled with monthly
apphications ot EFFIPRO® PLUS Topical Solution tor Dogs.

Fleas; EFFIPRO® PLLUS Topical Solution tor Dogs can kill adult ieas, flea eggs and flea larvae tor up to three
months. Apply monthly it your dog has fleas that may cause Flea Allergy Dermatilis (FAD), or it reintestation is likely.
Ticks: EFFIPRO® PLUS Topical Solution tor Dogs can kil ticks tor & month or longer. Apply monihly where tick
control is consistently needed.

Chewing Lice: EFFIPRO® PLUS Topical Solution for Dogs can kilf chewing lice for a month or longer. Apply monthly
where chewing lice control is consistently needed. .
Mosquitoes: When applied monthly, EFFIPRO® PLUS Topical Solution tor Dogs can Kill mosquitoes within 24 hours
{tor up to 7 days) and within 48 hours (tor up to 28 days).

Kills newly emerged adult fleas prior to egg laying

Kills fleas, tlea eggs and flea farvae

Sterilizes and Kills {adult) fleas

Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae)

Prevents devetopment ot all flea stages {flea eggs, flea pupae and tlea larvag) tor up to (3 months) {20 days)
With pyriproxyfen {IGR) to break tlea lite cycle

Dual Action!): fipronil and pyripraxyfen (IGR) effectively breaks the tlea lite cycle

Kills fleas that may transmit bartonellosis

Kiils fleas that may fransmit bartonellosis, tularemia and tapeworm

Kills tieas that may transmit diseases, including bartonellosis, tularemia (and fapewom infestations).

Kilis tleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia

Ettective monthly application against tieas

Effective monthly control ot tieas

Kills adult fleas tor up to one month {4 weeks)

Kills ieas

Easy to apply, control of {for) fleas thai lasts 1 month (4 weeks)

Easi to apéle, tlea control that lasts up to 1 {one) month {4 weeks)

EFFIPRO™ PLUS Topical Solution tor Dogs kills tieas on your dog

Kills adult fleas which may cause Flea Allergy Demaiitis (FAD)

Kills fleas which (that) may cause flea-bite anemia

Fleas do not have lo bite to die

EFFIPRO® PLUS Tapicat Solution tor Dogs repidly kils fleas Lhat may cause FAD (Fiea Allergy Dematifis)
The successive teeding activity of fleas on dogs may elicit & hypersensitivily skin disorder known as Flea Allergy
Dermatitis (FAD)

Prevents flea eggs from hatching or developing into larvae or adult slages (tor up fo 80 days (3 months))

EPA Reg. No, 2382-xxx pending Master Label page 4 of 5
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Kills all stages of Brown dog ficks, American dog ticks, Lone Star ticks, and Deer ticks {including those that may
transmit Lyme disease, Rocky Mountain Spotted Fever, habesiosis, ehrlichiosis and anaplasmosis)

Kills ticks including Deer ticks {that may transmit Lyme disease}, American dog ficks (that may fransmif Rocky
Mountain Spotted Fever}, Brown dog ticks {that may transmit ehrlichiosis), and Lone Star ticks (that may transmit
hepatozoonosis} for up to one month (4 weeks).

Kills ticks including Deer ticks (that may transmit Lyme disease), Amarican dog ticks (that may transmit Rocky
Mountain Spotted Fever}, and Brown dog ticks (that may transmit ehrlichiosis} for up to one month (4 weeks).
Kills Brown dog ticks (Rhipicephalus spp), American dog ticks (Dermacentor variabilis), Deer ticks {fxodes spp)
and Lone Star ficks (Amblyomma americanum) for up fo one month (4 weeks).

Kills Ambivomima americanum (Lone Star ticks} for 4 weeks (for up to one month).

Effective monthly application against ticks

{Mosquitoes]

*
*

{Alt other

L I I B e

LA I I O T R N I T T T T R S

* B BB s e

Kills mosquitoes
Kills mosquitoes for up to 28 days

s]

EFFIPRO® PLUS Topical Sotution for Bogs aids in (the) control of sarcoptic mange mite infestations.
Aids in (the) control of sarcoptic mange mite infestations

Elimination of mites may require multiple manthly applications.

Chewing lice infestations are rapidly eliminated

May be used on puppies from 8 weeks of age

Only for dogs and puppies § weeks old or otder {weighing up to 22.9 Ibs, 23 to 44.9 Ibs, weighing 45 {0 88.9 Ibs,
weighing 89 to 132 lbs)

Easy, spot-on (fopical} application

Convenient topical application for dogs

Easy to apply spot-on (fopical} application

Quick drying, non-greasy

Convenient, easy to apply

Easy and convenient application {applications}

Convenient to use {sasy to apply}

Onee monthly application

Single application lasts up to 4 weeks (1 month) fone month}

1 (3. 6 or 36) applicator(s} {tube(s}] 0.023 f 0z (0.67 mL}

1 (3. 6 or 36) applicator(s} (tube(s}] 0.045f oz (1.34 mL}

1 {3, 6 or 36) applicator(s} {tube(s}] 0.091 Al oz (2.68 mL}

1 (3. 6 or 36) applicator(s} {fube(s}] 0.136 fl 0z (4.02 mL}

f (3, 8, 36} month{ly} dose(s} (applications)

1 (3, 6 or 36} applicator(s} {ube(s)] (each} containing 0.023 fl 0z (0.67 mt}
1 (3, 6 or 38} applicator(s} Hube(s)] {each) containing 0.045 ft 0z (1.34 mL}
t (3, & or 36} applicator{s} Jtube(s)] (each) containing 0.09t 8 oz (2.68 mk}
1 (3, 6 or 36} applicator{s} {tube(s}] (sach) containing 0.136 fi oz (4.02 mk}
1 applicator (tube} 1 monthily} dose

3 applicators {tubes} 3 monthly doses (applications)

6 applicators (tubes} 6 monthly doses (applications)

36 applicators (fubes) 36 monthly doses {applications}

1 (3, 8, 36) applicator{s} containing 0.023 fi oz (0.67 mt], (0.045# 0z (1.34 mL], 0.091 fl oz (2,63 mt.}, 0.136 fi oz (4.02

mk.)}

Available from licensed vetennarians

Remains effective after exposure to sunlight

Remains effective after bathing and swimming

Remains effective even after bathing, water immersion or exposure {o rain or sunlight
Remains effective even after bathing

Remains effective after exposure o rain and sunlight

Still works after bathing, swimming or expasure to sunlight

Still works after exposure to sunlight

Maintains residuat efficacy after bathing and swimiming

EFFIPRO® PLUS Topical Soluticn for Dogs is effective after bathing, shampoaing, water immersion, or sunlight
axpasure.

Waterproof (remains effective after bathing and swimming}

EPA Reg. No. 2382-xxx pending Master Label page 5 of 5
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{Master Label}
Virbac’s Master Label

Date December 14, 2011 Version US-8 EPA Reg. No, 2382-XXX
Fipronif + Pyriproxyfen Topical Solution for Dogs

Virbac
EFFIPRO® PLUS ToPICAL SOLUTION FOR

DOGS

FOR USEONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WEIGHING){UP TO 22.9 LBS,

WEIGHING] 23 58344’9 LBS, [WEIGHING] 45 TO 88.9 LBS, [WEIGHING] 89 TO 132 Ibs).
%%Oy,

ACTIVE INGREDIENTS: LN

Fipronil ......c.cevevene TR O OOy O PO PROP OO POPOTO PRSPPI I &
Pyriproxyfen

KEEP OUT OF REACH OF CHILDREN
CAUTION

READ ENTIRE LABEL BEFORE EACH USE

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmful if swallowed. Causes moderate eye imitation. Avold contact with skin, eyes, or clothing. Wash hands thoroughly with
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARDS TO DDMESTIC ANIMALS

For external use onty. Do not use on puppies under 8 weeks of age. Individual sensllivities, while rare, may occur after using
ANY pesticide product. Possible temporary irritation may occur at the site where EFFIPRO® PLUS Topical Solution for Dogs
was applied. Contact a veterinarian immediately ¥ signs become persistent or become more severe during the first few days
following application. tf an unusual reaction is ohserved following initiat applicalion, a veterinarian should be consulted before
repealing application, Certain medications can interact with pesticides. Consult a veterinarian before using on medicated,
dehilitated or aged dogs.

FIRST AR

IF SWALL.OWED: »  Call a poison control center or doctor immediately for treatment advice.

¢ Have person sip a glass of water if able to swallow.

« Do not induce vomiting unless told to do so by a poison control center or doctor,
« Do not give anything by moulh o &n unconscious persorn.

IF IN EYES: e Hold eye open and rinse slowly and gently with water for 15-20 minutes.
= Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
*«  Call a poison control center or doctor for treatment advice.

IF ON SKIN OR e Take off contaminated clothing.
CLOTHING: *  Rinse skin immediately with plenty of water for 15-20 minutes.
»  Call a poison conlrat center or doclor for tregtment advice.

Have product cottainer or tabet with you when calling a poison control center or doctor, or going for treatment.
You may atso contact the Hotltne namber 1-800-338-3659 for human and veterinary health concerns, emergency

medicalt treatment information or pesticide incidents.

EPA Reg. No, 2382-xxx peuding Master Label puge | of 5
127162011
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DIRECTIONS FOR USE
Itis a viclalion ot Federal law to use this product in any manner inconsistent with its labeling. Do not allow children to apply
product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE.
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON
RABBITS. DO NOT USE ON OTHER ANIMALS.

For killing tleas, flea eggs, tlea larvae, all stages ot Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks
{that may {which may] fransmit {carry] Lyme disease), mosquitpes and chewing lice; apply to DOGS or PUPPIES (8 weeks old
or older} as {ollows:

APPLICATION DIRECTIONS

1. Remove one applicator from packaging.
Hold applicator upright and remove cap.
2. Invert cap ang place other end bhack onto applicator tip.

Push cap down {0 break seal.
Remove cap priof to Ireatment application.

3. Part dog's hair between shoulder blades until skin is visible.
Place applicator lip directly against exposed skin,

3a. For small dogs (12 weeks old or older) and weighing up to 22.9 Ibs- Deposit
entire contents by squeezing the entire applicator conlents oo dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3h. For medium dogs 23-44.9 Ibs or large dogs 45-38.9 Ibs- Apply the product evenly to three spots on the dog's
back, starting between the shoulder blades and continuing on to the second and third spots as shown in diagram
3h, squeezing the applicator until empty.

3c. For extra large dogs 89-132 Ibs- Apply the product evenly to tour spols on the dog's back, starting between the
shoulder blades and continuing on to the second, third and fourth spols as shown in diagram 3¢, squeezing the
applicator untdl empty. Ensure that EFFIPRO® PLUS Topical Solution tor Dogs is not applied superficially on dog's
hair.

FREQUENCY OF APPLIGATION

Resgarch has shown that flea, fick and chawing lice infestations can be controlled with monthly applications ot EFFIPRQ® PLUS
Topical Solution tor Dogs.

Fleas: EFFIPRO® PLUS Topical Solution tor Dogs can kill adult fieas tor up to three months. Apply monthly it your dog has
fleas that may cause Flea Allergy Dermatilis (FAD), or it reintestation is likely. EFFIPRO® PLUS Topical Solution tor Dogs can
control flea eggs tor up to three months (80 days).

Ticks: EFFIPRO® PLUS Topical Solution tor Dogs can kill ticks tor a monlh or longer. Apply monthly where tick control is

consistently needed, )

Chewing Lice: EFFIPROY PLUS Topical Solution for Dogs can kill chewing lice for 2 month or longer. Apply monthly where
chewing lice control is consistently needed.

Mosqultoes: When applied monthly, EFFIPRO® PLUS Topical Solution tor Dogs can kill mosquitoes within 24 hours (tor up to 7
days) and within 48 hours {tor up to 28 days).

Notes: Wait at least 30 days belore re-application ot EFFIPRO® PLUS Topical Solution tor Dogs. Avold contact with treated

area until dry.

STORAGE AND DISPOSAL
Do not conlaminate water, tood, or teed by storage and disposal.

STORAGE: Store unused product in original container only, out ot reach of children and animals.
PESTICIDE/CONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container, Offer tor recycling,
it available. If partially tilled: Call your local solid waste agency tor disposal instructions. Never place unused product down
any indoor or ouldoor drain.

LIMITED WARRANTY AND DISCLAIMER
To the extent consislert with applicable law, buyer assumes 2ll risks ot use, storage, or hangling of this proguct net in
accordance with directions. Buyer and user assume all risks ot use and handling ot this material when such use and handling
are contrary to label instructions. To the extent consistent with applicable law, any damage arising trom 2 breach of this
warranty shall be limited to direct damages and shall nol include consequential commercial damages such as loss of profit or
values.

EPA Reg. No. 2382-xxx pending Mastes Label page 2 of 3
121672011
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How supplied: For easy and convenient application, EFFIPRO® PLUS Topical Solution for Dogs is available in sizes for small
dogs and puppies & weeks old or older and up to 22.9 Ibs {0.023 fl 0z)/(0.67 mL}, medium dogs 23-44.9 Ibs {0.045 fl 0z}/{1.34
mL}, large dogs 45-88.8 Ibs (0.09 1 1] 0z)/{2.68 mL), and extra large dogs 88- 132 Ibs (0.136 fl 0z¥(4.02 mL).

Net Contenfs:
t. 3, 6 or 36 single-dose applicator(s) per package. Each applicator contains 0.023 f oz (0.67 mL}, 0.045 1) 0z (.34 mL}, 0.091
f 0z {2.68 mL), or 0. 136 1l 0z (4.02 mL) {of solution}.

{Defachable) calendar {monthly application} reminder stickers (with illustration of dog or puppy)

EPA Reg. No. 2382-xxx
EPA Esf. No. 2382-xxxx

VIRBAG AH, INC.

PO BOX {62053

FORT WDRTH, TX 76161
1-800-338-3659

Made in France

EFFIPROY is a registered trademark of Virbac S.A, in the United States
Questions or comments?

Call: 1-800-338-3659

{Text for Front Panel, Back Panel and Side Panel}

See package inseri(s} for directions for use and frequency of application
Open resealable label for directions for use

Open resealable label for direclions for use and storage and disposal
See back panel for additional precautionary statements

See package inseri(s} for frequency of application

See enclosed insert(s}for directions for use and storage and disposal

See enclosed inseri(s) for directions for use
Photograph of dog or puppy

Lift here to open {LIFT HERE TO OPEN)
For Use on Dogs only
Use only on dogs

{Text for Foil of Blister package}

Virbac

EFFIPRO® PLUS Topical Solution for Dogs

Cnly for use {on dogs up to 22,9 ibs, on dogs 23-44.9 tbs, on dogs 45-88.9 [bs, on dogs 89-132 Ibs} / {0.023 11 oz [0.67
mL[, 0.045 oz [1.34 mL[, 0.091 1 oz [2.68 mL[, 0.136 1 oz }4.02 mL}).

Contains fipronil (9.7%) and pyriproxyfen {2.9%)

KEEP QUT OF REACH OF CHILDREN

CAUTION

See {ull label for additional directions

EPA Reg. No. 2382-xxx

{Text for Applicator Tube}

Virbac
EFFIPRO® PLUS
Fopical Solution for Dogs
Only for use on dogs
up fo 22,9 tbs (23-44.9 Ibs, 45-88.9 Ibs, 83-132 ibs)
0,623 f1 oz [0.67 mL} (0.045 f! oz [1.34 mL}, 0.09t 1 ox [2.68
mL[ 0.136 fl oz [4,02 mL})
Contains fipronil (8.7%) and pyriproxyfen {2.9%)
KEEP CUT OF REACH
OF CHILDREN
CAUTION
See full 1abe! for additional directions
EPA Reg. No. 2382-xxx

EPA Reg. No. 2382-xxx pending Master Label page 3 of 5
121162011

27



MARKETING CLAIMS

[Muitipte infestations)

[Fieas)

[Ticks}

For convenient, quick-acting, leng-fasting, effective control of fleas, ticks, mosqultoes and chewing lice.

For convenient, qulck-acting, long-lasting, effective contro! of fleas, flea eggs, flea [arvae, ticks, mosquitoes
and chewing lice.

EFFIPRO® PLUS Topical Sofution for Dogs contains the active ingredient fipronit, which controls infesfations caused
by fleas, ticks, mosquitoes and chewing lice {on dogs) (OGS or PUPPIES) (8 weeks old or ofder) (weighing up to
229 Ihs, weighing 23 to 44.9 Ibs, weighing 45 to §8.9 Ibs, weighing 89 to 132 Ibs).

EFFIPRO® PLUS Topical Sotution for Dogs conlains the active ingredient pyriproxyfen, which controls reinfestations
caused by fleas eggs and flea larvae {on dogs) (DOGS or PUPPIES) (8 weeks ofd or ofder) (weighing up to 22.9 Ibs,
weighing 23 to 44.9 |bs, weighing 45 to 88.9 Ibs, weighing 89 to 132 Ibs).

For sasy and convenient appfication, EFFIPRO® PLUS Topical Solution for Dogs is available In sizes for small
dogs and puppies 8 weeks old or older and up to 22.9 Ibs (0.023 f 0z) (&.67 mL), medium dogs 2344.9 Ibs
{0.045 fl oz) (1.34 mL)}, large dogs 45-88.9 Ibs (0.091 1 0z) (2.68 mL}), and extra large dogs 89-132 Ibs (0.136 1
oz) (4.82 mL).

For killing flzas, (flea eggs, flea larvae, ) all slages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks (fhat [which] may transmit [carry) Lyme disease), mosquitoes and chewing lice; apply to DOGS or
PUPPIES {8 weeks old or older) as follows: (followed by application directions).

Persistent fiea and tick efficacy for up to one month {4 weeks)

Prevents flea and tick (re-j)infestation for up to one month (4 weeks)

Kills fleas and ticks for up to one month (4 weeks)

Apply monthly for control and prevention of fleas and ticks

Kills fleas and ticks that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrichiosis,
barionellosis {and hepatozoonosis).

Kills fleas, {flea eggs, flea larvae,) ticks, mosquitoes and chewing lice

Kills tteas, (flea eggs, flea larvae, ) ticks, mosquitoes and lice

Effective monthly control of fleas and ticks

Effective monthly application for fleas and ticks

Effective monthly application for dogs against tleas and ticks

Singte application kills fleas and ticks

Single application tasts 4 weeks (one month)

Research has shown that fsea tick and chewing tice infestations can be completely controlted with monthly
applications of EFFIPRO PLUS Topical Solution for Dogs.

Fleas: EFFIPRO™ PLUS Topical Sclution for Dogs can kilt adult fleas, flea eggs and flea larvae for up to three
months. Apply monthly if your dog has fleas that may cause Flea Allsrgy Dermalitis (FAD), or if reinfestation is likely.
Ticks: EFFIPRO® PLUS Topical Solution for Dogs can kilt ticks for a month or fonger. Apply monthly where tick
control is consistently needed.

Chewlng Lice; EFFIPRO® PLUS Topical Solution for Dogs can kill chewing tice for a month or longer. Apply monthly
where chewing lice control is consistently needed.

Mosquitoes: When applied monthly, EFFIPRG® PLUS Topical Solution for Dogs can kil mosguitoes within 24 hours
{for up to 7 days) and within 48 houwrs (for up to 28 days).

Kills newly emerged adult fleas prior to egg laying

Kills fleas, flea eggs and flea larvae

Sterilizes and kills (adult) fleas

Frevents all flea stages {adult fleas, tlea eggs, flea pupae andflea larvae)

Frevents development of all flea stages (flea eggs, flea pupae and flea larvae] for up to (3 months) (90 days)
With pyriproxyfen (HGR) to break flea life cycle

Dual Action{!): figronil and pyriproxyfen (HGR) effectively breaks the flea life cycle

Kills fleas that may transmit barfonelosis

Kilis fleas that may transmit barfonetosis, tularemia and tapeworm

Kills fleas that may transmit diseases, including bartonetlosis, tularemia (and tapeworm infestations),

Kills tteas thal may cause Flea Allergy Dermalilis (FAD) or flea-bite anemia

Effective monthly application against fleas

Effective monfhly conirot of fleas

Kilts adult fleas for up to one month (4 weeks)

Kills fleas

Easy to apply, control of (for) fleas that lasts 1 month (4 weeks)

East to apply, flea control that lasts up to 1 (one) month (4 weeks)

EFFIPRO" PLUS Topical Solution for Dogs kills fleas on your dog

Kills adult fleas which may cause Flea Allergy Dermalitis (FAD)

Kills fleas which (that) may cause flea-bite anemia

Fleas do not have to bile to die

EFFIPRO®™ PLUS Topical Solution for Bogs rapidly kills fleas that may cause FAD (Flea Altergy Dermatitis)
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Altergy
Dermatitis (FAD)

Prevents flea eggs from hatching or developing info larvae or adult stages (for up to 80 days (3 months))

EPA Reg. No. 2382-xxx pending Master Label page 4 of 5
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Kills afl stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks {including those that may
transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis)

Kilis ticks including Deer ticks {that may transmit Lyme disease), American dog ticks {that may transmit Rocky
Mountain Spotted Fever), Brown dog ticks (that may transmit ehrlichiosis), and Lone Star ticks {that may transmit
hepatozoonosis) for up to one month {4 weeks).

Kills ticks inciuding Deer ficks {that may transmit Lyme disease), American dog ticks (that may transmit Rocky
Mountain Spotted Fever), and Brown dog ticks {that may transmit ehdichiosis) for up to one month {4 weeks).
Kils Brown dog ticks {Rhipicephalus spp), American dog ticks {Dermacentor variabifis), Deer ticks {/xodes spp}
and Lone Star ticks {Amblyomma americanum) for up te one month {4 weeks).

Kilts Ambiyomma americanum {Lone Star ticks) for 4 weeks {for up to one month).

Effective monthly application against ticks

iMosquitoes]

Kills mosguitoes
Kilts mosquitoes for up to 28 days

[Alt others])

EFFIPRC® PLUS Topical Sojution for Dogs aids in {the) controd of sarcoplic mange mite infestations,
Aids in {the) contro! of sarcopfic mange mite infestations

Elimination of mites may require muitiple monthiy applications.

Chewing tice infestations are rapidly eliminated

May be used on puppies from 8 weeks of age

Only for dogs and puppies 8 weeks old or older {weighing up to 22.9 Ibs, 23 to 44.9 {bs, weighing 45 to 88,9 ibs,
weighing 89 to 132 lbs)

Easy, spot-on {topical) apptication

Convenient topical application for dogs

Easy to apply spot-on {topical) application

CQuick drying, non-greasy

Convenient, easy to apply

Easy and convenient application {applications}

Convenient to use {(easy to apply)

Once monthty application

Single application fasts up to 4 weeks {1 month) {one month)

t (3, 6 or 36) applicator{s} [tube(s)] 0.023 f oz (0.657 mL})

t {3, & or 36} applicator(s} jtube(s)] 0.045 ft 0z (1.34 mL)}

1 {3, 6 or 36) applicator(s) itube{s)] 0.021 fi oz (2.68 mL}

t (3, & or 36) applicator{s) {tube(s)j 0.136 fl oz (4.02 mL})

t {3, 6, 36) month{ty) dose(s) {applications})

1 (3, 6 or 36} appticator{s) [tuba(s)) {(gach) containing 0.023 f{ oz {0.67 mlL}
1 (3, & or 36) applicator{s} [tube(s}) {gach) containing 0.045 f{ 0z {1.34 mL})
1 {3, 6 or 36) applicator{s} [tube{s)] {each) containing 0.091 f{ oz (2.68 mL}
1 {3, 6 or 38) appliicator(s} itube{s)] {each) containing 0.136 f} oz (4.02 mL.}
t applicator {tube} 1 month{ly) dose

3 applicators {tubes) 3 monthiy doses (applications)

6 applicators {tubes) 6 monthly doses (applications)

36 applicators (tubes) 36 monthiy doses {applications)

t {3, &, 36) applicator{s) containing 0.023 fi oz |0.67 mL], (0.045 fl oz [1.34 mLj, 0.09 ¢ fl 0z [2.68 mLj, 0. t36 fl 0z [4.02

ml.])

Available from licensed vetennanans

Remains effective after exposure to suniight

Remains effective after bathing and swimming

Remains effective even after bathing. water immersion or exposure to rain or sunjight
Remains effective even after bathing

Remains effective after exposure to rain and sunlight

Stilf works after bathing, swimiming or exposure ko sunfight

Still works after exposure to sunlight

Maintains residual efficacy after bathing and swimming

EFFIPRC®PLUS Topicat Soiution for Dogs is effective after bathing, shampooing, water immersion, of sunlight
exposure.

Waterproof {remains effective after bathing and swimming)

EPA Reg. No. 2382-xxx pending Master Labet page 5 of 5
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VIRBAC rebuttal to the TRB review for 2382-Rll dated 5-18-12
Byron Backus to: Richard Gebken 06/20/2012 04:10 PM
Cc: John Redden, Masih Hashim

History: This message has been forwarded.

After reviewing Virbac's rebutial dated June 11, 2012, | have concluded that the MRIDs previously cited in
support of EPA Fite Symbol 2382-RIl will allow a claim for use on 8-week-old kittens. In addition, it is
noted that 2382-Rll is simitar to 2382-186, except that 2382-Rll includes 11.5% Pyriproxyfen, which has
very low toxicity to mammalian species.

30



Efficacy Review
Date:

Efficacy Reviewer:

Risk Manager Rev.:

Products:
EPA Reg. #:
Al’s:
Decision #s:
DP #s:
Submission:

MRIDs:

GLP:

June 19, 2012

Clayton Myers, Ph.D., Entomologist, RD-IB
m\’eis claytoii@epa.gov ,.-’/ A4
703-347-8874 /

Bonaventure Akinlbsotu

EFFIPRO Plus Topical Solution for Dogs

2382-RIO

Fipronil (9.7%), Pyriproxyfen (2.9%)

459013

398342

R310, New Products, RD Science Review

Submitted: 48696913, 48695015, 48695016, 48695017

Cited: 43121114,43121115,43121116, 43121117,43121118, 43121119,
43121120, 43121121, 43121122, 43444901, 43577701, 43577712,
43577713, 43951701, 44088901, 46006002, 44900904, 45020601,
44942011, 44942106, 45612701, 45618501, 45620501, 45620502,
45620503, 45620504, 45620505, 45620506, 45628101, 45628102,
45628103, 45628104, 45628105, 45628201, 45866901, 45866902,
46019201, 46019202,

Not all

Summary/Discussion of Submitted and Cited Efficacy Data:

Efficacy claims are supported for control the following pests on dogs for one month:

1. Fleas (adults, eggs, and larvae). A six week duration claim is supported for flea
adults, as it is caveated that treatment should be applied every four weeks under high
flea pressure (same as claims accepted for pioneer fipronil products). Claims against
flea eggs, flea larvae, prevention of all flea life stages, and breaking of the flea life
cycle are supported for 3 months (90 days).

AlE

Page I of 2

Ticks (all stages, including Ticks that may transmit Lyme Disease)
Mosquitoes

Chewing Lice

Aids in Control of Sarcoptic Mange

31



6. Submitted MRID’s are summaries and/or extraneous to data requirements and are
rated as supplemental.

Specific Review of Label Claims and Directions:

1. Throughout the label, for the mosquito claims related to speed of kill, “Kills mosquitoes
within 24 hours for up to 7 days and within 48 hours for up to 28 days”, all parenthes
must be removed, as this implies optional text for the durations of control.

2. Throughout the label, all references to disease claims which are open ended must be
revised to only refer to specific diseases that may be transmitted by the targeted pest. For
example, all text that can be interpreted as all-inclusive such as “including” prior to a list
of diseases must be deleted.

Page 2 of 2
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May 15, 2012

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE QF CREANNCAL SAFETY
AND POLLUTION PREVENTION

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION DIVISION (75051

MEMORANDUM

Subject:

Name of Pesticide Product: EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
EPA Reg. No. /File Symbol: 2382-RIO

DP Barcode: DP 398341

Decision No.: 459013

Action Code: R310

PC Codes: 129032 (Pyriproxyfen: 2.9%)

129121 (Fipronil: 9.7%)

(,___
Byron T. Backus, Ph.D., Toxicologist O G b

From:
Technical Review Branch Mo \f Lot b g Leedtt
Registration Division (7505P) al 4%:" Tt
To: Bonaventure Akinlosotu/Richard Gebken RM 10
Insecticide Branch
Registration Division (7505P)
Registrant:  VIRBAC AH, INC.
FORMULATION FROM LABEL.:
Active Ingredient(s): by wt.
129121 Fipronil 9.7%
129032 Pyriproxyfen 2.9%
Other Ingredient(s): 87.4%

TOTAL 100.0%

. ACTION REQUESTED: The Risk Manager requests:

“For your review: R310. MRID 486969-10 to -14; for a Fipronil + Pyriproxyfen containing Spot-On
for dogs. Submits prod chem., tox, efficacy and CAS data...”

34



BACKGROUND:

The material received for review includes a proposed label, indicating the product is packaged in
single-use applicators (1, 3, 6 or 36 applicators per package). Dosage rates are stated to be 0.023 {1
0z. (0.67 mL) “for small dogs and puppies 8 weeks old or older and up to 22.9 lbs,” 0.045 1. oz. (1.34
mL) for dogs weighing 23-44.9 lbs, 0.091 fi. oz. (2.68 mL) for dogs weighing 45-88.9 Ibs, and 0.136
fl. oz. (4.02 mL) for dogs weighing 89-132 lbs. The product is to be applied no more frequently than
once a month (“Effective monthly control of fleas and ticks,” and “Once monthly application.” There
are five acute toxicity studies (MRID 48696910, acute oral toxicity study in rats; 48696911, acute
dermal toxicity study in rats; 48696912, acute eye irritation study in rabbits; 48696913, acute dermal
irritation study in rabbits; and 48696914, contact hypersensitivity in albino guinea pigs, Buehler test),
and a waiver request for the inhalation toxicity study requirement. In addition, there is a basic CSF,
dated October 21, 2011,

COMMENTS AND RECOMMENDATIONS:

1. The acute toxicity studies in MRIDs 48696910-48696914 were reviewed by a contractor,
Summetic. The resulting DER was reviewed by TRB, and the appropriate revisions, if necessary,
were made. It is concluded that these five acute toxicity studies are acceptable, and can be used to
support the registration of 2382-RIO.

2. TRB has reviewed the acute inhalation toxicity study waiver request, and concludes that, based on
the proposed product use and minimal potential inhalation exposure, this study can be waived and
the product can be assigned to Toxicity Category IV by the inhalation exposure route.

3. DBased on the results of the acute toxicity studies, the following is the acute toxicity profile for
2382-R10 (EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS):

Acute oral toxicity 111 Acceptable MRID 48696910
Acute dermal toxicity 111 Acceptable MRID 48696911
Acute inhalation toxicity 1Y Waived n/a

Primary eye irritation I Acceptable MRID 48696912
Primary dermal irritation v Acceptable MRID 48696913
Dermal sensitization Negative Acceptable MRID 48696914

4. Based on the acute toxicity profile above, the following is the precautionary and first aid labeling
for 2382-RIO, as obtamed from the TRB Label Review System.

PRODUCT ID #: 002382-00189
PRODUCT NAME: EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS

PRECAUTIONARY STATEMENTS
SIGNAL WORD: CAUTION

Hazards to Humans and Domestic Ahimals:

Harmful if absorbed through skin. Harmful if swallowed. Causes moderate eye irritation. Avoid contact with
skin, eyes or clothing. Wash thoroughly with soap and water after handling and before eating, drinking,

2
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chewing gum, using tobacco or using the toilet. Wear long-sleeved shirt and long pants, socks, shoes, and
gloves. Remove and wash contaminated clothing before reuse. [Wear protective eyewear.}*

*[Protective eyewear may be specified, if appropriatel.
First Aid:

If on skin:

-Take off contaminated clothing.

-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poison control center or doctor for treatment advice.

If swallowed:

-Call a poison control center or doctor immediately for treatment advice.
-Have person sip a glass of water if able to swallow.

-Do not induce vomiting unless told to by a poison control center or doctor.
-Do not give anything to an unconscious person.

If in eyes:

-Hold eye open and rinse slowly and gently with water for 15-20 minutes.
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
-Call a poison control center or doctor for treatment advice.

NOTE TO PHYSICIAN: Note to PM/CRM/Registrant: The proposed label should contain a "Note to Physician".
The following statements are suggested types of information that may be included, if applicable: - technical
information on symptomatology; - use of supportive treatments to maintain life funcions; - medicine that will
counteract the specific physiological effects of the pesticide; - company telephone number to specific medical
personnel who can provide specialized medical advice.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment. You may also contact 1-800-00¢-00¢ for emergency medical treatment information.

5. The basic CSF dated October 21, 2011 for 2382-RIO should be reviewed and accepted by the
TRB Chemistry Team.
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DATA EVALUATION RECORD

PYRIPROXYFEN AND FIPRONIL
[104.11; EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS]

STUDY TYPE: ACUTE ORAL TOXICITY - RAT [OCSPP 870.1100; OECD 425]

ACUTE DERMAL TOXICITY - RAT [OCSPP 870.1200; OECD 402]

ACUTE EYE IRRITATION - RABBIT [OCSPP 870.2400; OECD 405]

ACUTE DERMAL IRRITATION - RABBIT [OCSPP 870.2500; OECD 404]

DERMAL SENSITIZATION - GUINEA PIG [OCSPP 870.2600; OECD 406]
MRID: 486969-10, 486969-11, 486969-12, 486969-13, and 486969-14

Prepared for
Registration Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Summitec Corporation
9724 Kingston Pike, Suite 602
Knoxville, Tennessee 37922

Task Order No. 3-C-10

Primary Reviewer:
Donna L. Fefee, D.V.M., Signature: )W F@@— i

Date: APH 16 2012
Secondary Reviewers:
Thomas C. Marshall. Ph.D.. D.A.B.T. Signature: T;’\ U}MO C/ M&{DM(;%

Date: APR 1 6 201 -

Robert H. Ross. M.S.. Program Manager Signature:

Date: APR-1-6 2042

Quality Assurance: ,
Angela M. Edmonds, B.S, Signature: Eh"\%@, Z“ &Mf}q :

Date: APR 16 2012

Disclaimer-

This review may have been altered subsequent to the contractor’s signatures above.
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EPA Reviewer: Byron T. Backus, Ph.D. Date: May 15, 2012
Risk Manager (EPA): 10

The following table is the Acute Toxicity Data Evaluation Record (DER) for the five studies
submiited for the proposed produet, File Symbol 2382-RIO

1. DP BARCODE: 398341

2. PCCODES: 129032 and 129121

3. CURRENT DATE: May 15, 2012

4. TEST MATERIAL: 104.11; Batch #FMA 11123-1; 9.68% Fipronil and 2.98% Pyriproxyfen
{per certificate of analysis}); yellow odourless liquid (or colorless to yellowish liquid); density: 1.036
g/mkb; pH: 4-5 (MRID 48696912); expiration date: November 2011; stored at room temperature

Study/Species/Lab MRID Results Tox | Core
Study # /Date Cat | Grade
Acute oral toxicity / rat 48696910 | LDsp Females = 2000 mg/kg bw I A
Harlan Laboratories Ltd. {95% PL Confidence interval is 0

(ltingen, Switzerland} to >20,000]
Study #D34666 / November 18, Four tested (with dosing on day I}

2011 in accordance with AQOT425
OCSPP 870.1100; OECD 425 StatPgm (assumed sigma=0.5): 1 at

550 mgrkg, 3 at 2000 mg/kg.

550 mg/kg: no deaths, abnormal
clinical signs, bw effects, or gross
findings.

2000 mg/kg: 2 deaths (days 6 & 9);
clinical signs: ruffled fur and/or
hunched posture in 2/3 (day 1);
survivor lost wt days 1-8 but had
net gain for the study overall; gross
necropsy findings limited to lung
congestion in both decedents.
Deviation from OECD 425: no
rationale provided for use of :
starting dose different from default.
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Acute dermal toxicity / rat

Harlan Laboratories Ltd.
(Itingen, Switzeriand)

Study #D34677 / November 18,
2011

OCSPP 870.1200; OECD 402

48696911

LDsg > 2000 mg/kg (both sexes)
No deaths, abnormal systemic
clinical signs, or abnormal gross
findings; BW affected: 4/5 males
and 4/5 females lost weight during
days 1-8, all animals gained during
days 8-15 and most had net BW
gain over days 1-15 (1 female had
net loss over days 1-15); local
effects: erythema on I male on day
2 (resolved by day 3),
desquamation and/or focal crusts
on 5/5 males and 4/5 females
beginning days 2-6 (resolved by
day 15 except desquamation in }
male and 1 female).

Note: It is unclear whether the size
of the dose site really was 10% of
the body surface area (BSA). The
study author stated that application
sites were approximately 10% of
body surface area, but it was also
stated that application sites were
covered by a gauze pad measuring
~25 cni’, which, according fo
standard formulas, would be less
tharn 10% of the BSA for rats in the
BW range used in this study (193.7-
276.8).

Deficiency: Systemic clinical signs
data from days 2-13 were omitted
Jrom the study report.

I

Acute inhalation toxicity / rat

n.a.

Waiver recommended on basis of
product use (pet spot-on} and
minimal inhajation exposure,

Iv)

Primary eye irritation / rabbit

Harlan Laboratories Ltd.
(Itingen, Switzerland)

Study #D34688 / November 30,
2011

OCSPP 870.2400; OECD 405

48696912

Use of anesthetic not mentioned.
No corneal or iridial effects seen in
any eye at aiy time point.
Conjunctival redness present in 3/3
eyes at 1 hr through 7 days and in
2/3 and 1/3 eyes at 10 and 14 days
post instiilation (score=1-2}.
Conjunctival discharge seen in 2
eyes at 1 hour (score=1) and not
seen thereafter. Slight to moderate
scleral reddening seen in 3 eyes at
I hour and in 2 eyes at 24-72 hours.
Conjunctivitis scored as “positive™
in 2/3 eyes at 24-48 hrs and in 1/3

111
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eyes at 72 hours.

MMTS=3.33, at 1-48 hours;
Mildly irritating {per Kay and
Calandra).

Classified based on resolution of
“positive” irritation within 7 days
or less.

Primary dermal irritation / 48696913 | PDI at 72 hours=0.00 v
rabbit There were no observations of

Harlan Laboratories Ltd. erythema, edema, or other changes
(Itingen, Switzerland) to the skin on any animal at any

Study #D34690 / November 30, time point.
2011 “Nonirritant” based on US EPA

OCSPP 870.2500; OECD 404 (1988).

Derma] sensitization / guinea Tested using Buehler method --

pig

Harlan Laboratories Ftd.
(Fullinsdort, Switzerland)

Study #D34701 / October 27,
2011

OCSPP 870.2600; OECD 406

48696914

Induction used 100%
concentration; challenge used 75%
concentration in diethylene glycol
monoethyl ether vehicle.

No positive dermal reactions on
treated or vehicle control animals
following challenge.

Not a sensitizer

Deficiencies: Justification not
provided for usage of non-standard
vehicle. It appears that in the
positive control study the testing
lab was not able to identify the
HNIC; two challenge
concentrations (neither of which
was a HNIC) were selected, based,
in part, upon historical results,
Results of initial challenge were
equivocal, and a ve-challenge was
necessary. “Correct” results were
attained, but the laboratory has not
necessarily demonstrated

proficiency.

Core Grade Key: A =Acceptable, S = Supplementary, U= Unacceptable, D = Data Gap, W=

Waived

40



*Product ingredient source information may be entitled to confidential treatment*

QD St UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L o ‘;—% WASHINGTON, B.C. 20460
iéi g OFFICE OF CHEMICAL SAFETY AN} FOLLUGTION PREVENTION
EA ﬁ" {}1;‘1’1 1 CI— Ol': F’liS:l'l(.‘\l!ll};-ll(l;.l\v‘:();ill;‘.:\[,.\ls
%L pncﬁtdk REGISTRATION BT N (TABAP:
BARCODE No,: 398340; FILE SYMBOL. No.: 2382-RIO:
PRODUCT NAME: Effipro Plus Topical Solution for Dogs; DECISION No.: 459013;
PC Code(s): 129121& 120932; Action Code: R310; FOOD Use: No
DATE: May 7, 2012

SUBJECT: Product Name: Effipro Plus Topical Solution for Dogs

FROM: Akiva Abramovitch, Ph.D. }
Technical Review Branch / RD (7505P)

THROUGH: Shyam Mathur, Ph.D. %’Z(M le E~C’( [

i Product Chemistry Team Leader
Technical Review Branch/RD (7505P)

TO: Bonaventure Akinlosotu/Richard Gebken, PM 10
Insecticide Branch/ RD (7505C)

Company Name: Virbac
Formulation Type: Spot-On Solution

INTRODUCTION:

The applicant has submitted an application for registration of a new end use product. In support of
the registration application, the registrant has submitted product chemistry data corresponding to
guideline 830 series, group A & group B (MRIDs 486969-01 through -09). The CSF of the basic
formulation (dated 10/21/2011) was submitted along with the product label. TRB has been asked to

determine the acceptability of the product chemistry data and the proposed basic CSF dated October
21, 2011.

SUMMARY OF FINDINGS:
1. Name of Active Ingredient: Fipronil {9.7%) and Pyriproxyfen (2.9%).
2. Has the registrant claimed substantial similarity to a registered product?
[ ] Yes; [X] Noj; [ ] NA; if yes give the registration number of the cited product.

3. All the source materials for the active ingredients are derived from the registered sources:

(X] Yes; [ 1No. [ - ced to the
CSF.
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BARCODE No.: 398340; FILE SYMBOL No.: 2382-RIO;
PRODUCT NAME: Effipro Plus Topical Solution for Dogs; DECISION Ne.: 459013;
PC Code(s): 129121& 120932; Action Code: R310; FOOD Use: No

4. All inert ingredients have been screened by 11AB (and found to be approved for the proposed
labeled uses: [X] Yes; [ ] No.

5. Confidential Statement of Formula(s):
[X] Basic Dated: October 21, 2011;
6. Product label

a. Ingredient statement: Nominal concentration of Al listed on CSF(s) concur with product label
(PR Notice 91-2).

[X] Yes, if not, explain below:

Is the sub statement in compliance with PR Notice 97-6 (inert ingredient vs other ingredient)?
[X] Yes; [ ] No; if not, explain below:

Metallic equivalent: [ ] Yes [X]NA;
Soluble arsenic: [ ]Yes [X]NA
lsomeric ratios: [ ]Yes [X]NA
Acid equivalent: [ ]Yes [X]NA; {name} acid equivalent=xx %

b. Health related sub statements: Product contains?
Petroleum distillate at> 10%: [ ] Yes [X]No [ |NA
Methanol at > 4%: [ 1Yes [X]No [ ]JNA
Sodium nitrate/Sodium nitrite | ] Yes [X]No [ ]NA
¢. Physical chemical hazard statement: Product label requires a statement per 40 CFR §156.78
for: flammability, explosive potential or electric insulator breakdown?

[ ]1Yes [X]No

Is the sub statement in compliance with PR Notice 98-6 (Total Release Fogger)?
[ 1Yes,| ]1No, [X]NA, if not, explain below:

d. Label requires an additional Storage and Disposal statement:
I 1Yes [X]No
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BARCODE No.: 398340;
PRODUCT NAME: Effipro Plus Topical Solution for Dogs; DECISION Neo.: 459013;

PC Code(s): 129121& 120932; Action Code: R310;

FILE SYMBOL No.: 2382-R]O;

7. Group A: Product Chemistry Data

FOOD Use: No

TRB’s determination of the acceptability for the proposed product is listed in the tables below.

Data submitted | Trpg
Guideline . Assessment
No. Study Title Yes No of Data MRID Nos.
Product Identity &
830.1550 | Composition X A 486969-01
Description of materials used
830.1600 | to produce the product X A 486969-01
Description of formulation
830.1650 | process X A 486969-01
Discussion on the formation
830.1670 | of impurities X A 486969-01
486969-08 and -
830.1700 | Preliminary analysis X A 09 '
Standard
certified X A
Certified Limits
limits
(158.350) | Proposed Limits NA
Justification for
830.1750 wider limits NA 486969-01
Enforcement analytical A (HPLC 486969-08 and -
830.1800 | method X method) 09

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver Request, | = In Progress,
NA = Not Applicable; U = Upgradeable

tad
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BARCODE No_; 398340; FILE SYMBOL No.: 2382-RIO;
PRODUCT NAME: Effipro Plus Topical Solution for Dogs; DECISION No.: 459013;

PC Code(s): 129121& 120932; Action Code: R310; FOOD Use: No
8. Group B:
Guideline | Study Title Value or Qualitative TRB’s MRID Nos.
No. Description Assessment
of Data
Colorless liquid with sweet
830.6303 | Physical State | odor A 486969-02
830.6315 | Flammability | 94.3°C flashpoint A 486969-04
NA, not considered to be
830.6316 | Explodability | potentially explosive A 486969-02
830.7000 | pH 5.95 1% solution at 23 C A 486969-05
830.7300 | Density (units) | 1.032 g/em® A 486969-07

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver request,
NA = Not applicable, I = In progress, U = Upgradeable

CONCLUSIONS:

TRB has reviewed the CSF(s) and product chemistry data for the proposed end use product and
has concluded:

1. The proposed CSF for the basic formulation dated October 21 2011 is acceptable

2. The data submitted corresponding to guidelines 830.1550 (product identity and composition),
830.1600 (description of materials used to produce the product), 830.1650 (description of
formulation process), 830.1670 (discussion on the formation of impurity), 830.1750 (certified
limits), and 830.1800 {(enforcement analytical method) are acceptable.

3. The product chemistry data submitted corresponding to guidelines 830.6302 {color), 830.6303
(physical state), 830.6304 (odor), 830.6314 (oxidation/reduction), 830.6315 (flammability),
830.6316 (explodability), 830.7000 {(pH), 830.7100 (viscosity), and 830.7300 (density) are

acceptable.

4, The storage stability (guideline 830.6317) and corrosion characteristics (guideline 830.6320)
studies were not submitted. These physical/chemical properties are required and it 1s
recommended that observations should be made at 0, 3, 6, 9, and 12 month intervals.

5. The proposed label was screened as it pertains to the product chemistry requirements. The
review of the proposed label and uses are the purview of the RM team.

4
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

QFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTIGN

OFFICE OF PESTICIDE PROGRAMS
REGISTRATICN DIVISION {75051%)

June 7, 2012
MEMORANDUM
Subject: Name of Pesticide Product: EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
EPA Reg. No. /File Symbol: 2382-RIO
DP Barcode: DP 398344
Decision No.: 459013
Action Code: R310
PC Codes: 129032 (Pyriproxyfen: 2.9%)
129121 (Fipronil: 9.7%)
P 0
From: Byron T. Backus, Ph.D., Toxicologist (3 N ol b (3
Technical Review Branch Jowe 1, =i N
Registration Division (7505P) é“‘{ ( oolon -
To: Bonaventure Akinlosotuw/Richard Gebken RM 10 7
Insecticide Branch
Registration Division (75035P)
Registrant:  VIRBAC AH, INC.
FORMULATION FROM LABEL:
Active Ingredient(s): by wt.
129121 Fipronil 9.7%
129032 Pyriproxyfen 2.9%
Other Ingredient(s): 87.4%
TOTAL 100.0%

ACTION REQUESTED: The Risk Manager requests:

“For your review: R310. MRID 48696916; for a Fipronil + Pyriproxyfen containing Spot-On for dogs.
Submits prod chem., tox, efficacy and CAS data...”
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BACKGROUND:

The material received for review includes a proposed label, indicating the product is packaged in single-
use applicators (1, 3, 6 or 36 applicators per package). Dosage rates are stated to be 0.023 fl. oz. (0.67
mL} “for small dogs and puppies 8 weeks old or older and up to 22.9 lbs,” 0.045 {l. oz. (1.34 mL) for dogs
weighing 23-44.9 lbs, 0.091 {l. oz. (2.68 mL) for dogs weighing 45-88.9 Ibs, and 0.136 fl. oz. (4.02 mL)
for dogs weighing 89-132 Ibs. The product is to be applied no more frequently than once a month
(“Effective monthly control of fleas and ticks,” and “Once monthly application.” There is a data matrix
{dated December 20, 201 1) which cites 12 studies to satisfy the companion animal safety data requirement
(MRIDs 43444905, 43577711, 43863802, 43121110, 43121111, 45620507, 43396408, 43612601,
44900902, 44900903, 42178309, and “new submission™ [presumably the material in MRID 48696916,
which consists of summaries of several previously reviewed companion animal safety and other studies;
OPPIN indicates no studies have been submitted for 2382-R10] from Virbac.

COMMENTS AND RECOMMENDATIONS:

1. The following are review summaries of the eleven studies (the 12 indicated above less the material in
MRID 48696916} that have been cited to satisfy the 8§70.7200 data requirement to support the
registration of 2382-RIO.

»  MRID 43444905: Schwartz, E. (1994) Domestic Animal Safety Study of RM1601C Topical Spray
(Frontline Spray Treatment) in Juvenile Dogs: Lab Project Number: 94423: PS-232DAS. Unpublished
study prepared by White Eagle Toxicology Labs. 171 p. faccording to OPPIN the products supported
by this study are 65331-1 and 65331-EUP-1; DERs for this study are in TXRs 0011677 and 0011764;
Groups of 4 or 6 beagles (~8 weeks old) per sex received single applications of RM 1601C Topical
Spray [0.25% w/v fipronil = 0.29% w/w fipronil] at dosages of 6 mI/kg (1X recommended dose) or
30 mL/kg (5X). A control group of 4/sex was treated with the vehicle at 30 mL/kg. This study was
upgraded to acceptable in TXR 0011764].

+ MRID 43577711: Walker, K. (1995) Discussion in Support of Bridging Domestic Animal Safety Data
on Frontline Spray Treatment to Frontline Spot Treatment Data Package. Unpublished study prepared
by Rhone Merieux, Inc. 6 p. [According to OPPIN the product supported is 65331-EUP-E; this is not
an actual study, but an argument as to why there is justification for linking the spot-on product
containing ~10% fipronil to the data base of an existing product (Frontline® Spray Treatment, 0.25%
w/v fipronil)].

+ MRID 43863802: Powell, L.; Paffett, R. {1995) Domestic Animal Safety Study by Topical
Administration to Dogs: Fipronil Spot Treatment (RM 1601E): Lab Project Number: MRX 23/950406.
Unpublished study prepared by Huntingdon Research Centre, Ltd. 219 p. [According to OPPIN the
product supported was 6533 1-EUP-E; from TXR 0051187: “...4 male and 4 female pure-bred beagle
dogs (approximately 10 weeks of age) were administered a single topical treatment of RM1601E/62
(9.7% fipronil) at either 1X, 3X or 5X the recommended dose (0.133 mg/kg/spot) once every month
for a total of 6 treatments... 4 male and 4 female dogs served as a control group and were treated with
the formulation vehicle at 5X the recommended dosage. A similar group served as an untreated
control... The study demonstrated that RM1601E/62 (9.7% fipronil) has at least a 5X margin of safety
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in dogs greater than 10 weeks of age. The product label should state that there may be temporary
irritation after application.” The study was classified as acceptable].

MRID 43121110: Arnaud, J.; Consalvi, P. (1993) Assessment of Tolerance of a 0.25% RM 1601 Spray
Formulation in Dogs at 3, 9, and 15 ml/kg When Applied 6 times to the Haircoat at 28 Day Intervals:
Revised: Lab Project Number CLI138. Unpublished study prepared by Rhone Merieux, Inc. 69 p.
faccording to OPPIN the product supported by this study is 65331-EUP-1; a DER for this study is in
TXR 0010923; groups of 3M & 3F beagle dogs were topically administered 6 treatments of 0.25%
fipronil at dosages of either 0, 3, 9 or 15 mL/kg (0, 7.5, 22.5 and 37.5 mg fipronil/kg, respectively) at
28-day intervals. The proposed recommended dose for the 0.25% product was 3 to 6 mL/kg; 0.67 mL
of a 9.7% fipronil product applied to a 5 kg dog would be equivalent to a dosage of 13 mg fipronil/kg.
From TXR 0010923: “Classification: Unacceptable because: 1) the highest dosage level was not 5X
the highest recommended dose; and 2) the study was not conducted in compliance with the GLP
regulations].

MRID 43121111: Arnaud, J.; Consalvi, P. {1993) Domestic Animal Safety: Assessment of the
Tolerance of a 0.25% RM 1601 Spray in Nursing Puppies Administered Twice at a 28 Day Interval at
a Dose Rate of 6 ml/kg: Revised: Lab Project Number CLI 180. Unpublished study prepared by Rhone
Merieux, Inc. 32 p. [According to OPPIN the product supported by this study is 65331-EUP-1; a DER
for this study is in TXR 0010923; a total of 27 male and 21 female nursing puppies (9 litters of either
beagle, spaniel or griffon breeds) topically received two treatments of 0.25% formulation at a dosage
of 6 mL/kg (proposed recommended dosage = 6 ml./kg) with 28 days between the treatments. The
dams of the litters were treated at the same dosage. Twenty-six male and 15 females served as
untreated controls. Six treated puppies, including four from the same spaniel litter, died before
weaning and another died after weaning. Parvovirus was isolated from the spaniel litter. One control
puppy died; there was no statistical difference in mortality between the groups. Growth rates were
either comparable to or exceeded the applicable control group for the beagle and griffon breeds, but
were lower for the spaniel {this lower growth rate may have been from the parvovirus infection).
Classification: Unacceptable because: 1) the study was conducted with nursing rather than weaned
puppies; 2) the highest dosage level was not at 5X the recommended dose; 3) the study was not
conducted in compliance with GLP regulations].

MRID 45620507: Godin, C.; Alva, R. (2000) ML-2,095,988 509T/Dog/Solution/Topical/Safety/
Tolerance/Reproduction, Reactions: Final Report: Lab Project Number: PR&D 0020201: WEL 99885:
PR&D 00202. Unpublished study prepared by White Eagle Toxicology Laboratory. 123 p. {From
OPPIN the product supported by this study is 65331-5; the review of this study is in TXR 5008387: In
a special (reproductive) companion animal safety study a topical formulation containing 10% w/v
fipronil and 9% w/v (S)-methoprene was administered at 0X {Group 1; sham-treated controls), 1X or
0.133 mL/kg (Group 2) and 3X or 0.399 ml/kg (Group 3) to groups of 12 adult female beagle dogs
{(bitches) prior to and during pregnancy, through parturition and to weaning of the puppies. The only
dose-related effects observed in bitches were pink skin at the application site on days of treatment
(recorded 15 times in Group 2, 37 times in Group 3), and pink skin at the application site on the day
following treatment (3 times in Group 3). There was no indication of an adverse effect on any
reproductive parameters (including gestation index, incidence of cesarean section, incidences of
stillborn pups, incidences of pups dying between birth and weaning). There were no significant
differences between puppies from the 3 groups with respect to physiological parameters (mean body

3
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weights, mean rectal temperatures, mean respiratory rates, mean heart rates) measured on post-
parturition days 14, 28 and 42 .

Although no dogs were dosed at 53X level, and no blood was taken tfor clinical chemistry and
hematology measurements, the purpose of this study was to allow a label claim on breeding, pregnant
and lactating bitches. TRB has previously reviewed a companion animal (dog) study for this
formulation which included a 5X dosage group and measurements of clinical chemistry and
hematology parameters. This study is classified as acceptable. The findings of this study are adequate
to support the use of EPA Reg. Nos. 65331-3 and 65331-5 at the specified label use rates (varying
according to the weight of dog) at 28-~day intervals on breeding, pregnant and lactating bitches].

MRID 43396408: Pennington, R.; Clymer, B. (1994) Study Report for the Target Animal Safety
Evaluation of ECTO Flea and Tick Insecticide with IGR on Dogs: Lab Project Number: A-94-01-
F701-007: 278-94-59: F701R09. Unpublished study prepared by CALV, Inc. & CRC. 28 p. {From
OPPIN the product supported by this study is 67505-3; the review of this study is in TXR 0011565: 4
groups of mixed breed/beagle adults and puppies were exposed to 0, vehicle control (at 5X) ora
formulation containing 45% permethrin and 5% pyriproxyfen at weekly intervals for a total of two
applications. At 1X and above, slight to severe dermal reactions were observed. In the vehicle treated
group 5/6 animals exhibited mild to severe dermal reactions which were as severe as in the 5X treated
group. The study did not demonstrate a 3-5 fold safety factor between use as directed and dermal
reactions].

MRID 43612601: Pennington, R.; Kuhn, I. (1995) Report for the Target Animal Safety Evaluation of
ECTO Flea and Tick Insecticide with IGR on Dogs: Lab Project Number: A-93-01-F701-027: 1617-
94: F701R14. Unpublished study prepared by Ecto Development Corp. and Stillmeadow, Inc. 24 p.
{From OPPIN the product supported by this study is 67505-3; the review of this study i1s in TXR
0011865: Adult dogs and puppies (1-2 subjects, ~3 months} 6/dose group were dosed once as control
(untreated), 1X and 5X the label dosage rate of Ecto Flea and Tick Insecticide with IGR and followed
for 31 days. No reactions to treatment were noted. The study demonstrated a 5X safety factor
between use as directed and a dose level not resulting in toxicity or irritation. The study is classified
as acceptable to support the use of this product (EPA Reg. No. 67505-3) on adult dogs (>6 months of
age) only].

MRID 44900902: Fabreguettes, C. (1998) Tolerance in 3 Month Old Puppies: Pyriproxyfen 2% Spot
On For Dogs: Lab Project Number: CIT 15615TSC. Unpublished study prepared by Centre
International de Toxicologie. 253 p. [From OPPIN the product supported by this study is 2382-RTU;
Pyriproxyfen (2%) was topically applied to groups of three male and three female beagle dogs (3
months old; mean body weight of males 4.4 kg; females 3.9 kg) for two periods of three consecutive
days each (days 1, 2, and 3 and then days 19, 20 and 21) at 0.6 mL (1X), 1.2 mL (2X), and 1.8 mL,
(3X) of the recommended therapeutic dose level, followed by a 15-day observation period. Controls
were treated with 1.8 mL of excipient. No animals died during the study and there were no treatment
related clinical signs. No changes in body weight, food consumption, water consumption,
hematology, clinical chemistry, or urinalysis were treatment related. Electrocardiographic and
ophthalmological examinations did not reveal any abnormalities in the treated animals. Microscopic
examination did not reveal any treatment-related effects. Classification: Unacceptable; Deviations
include not testing six animals/sex/group, and not testing at a dose of 5X].

4
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MRID 44900903: Fabreguettes, C. (1999) Tolerance in 1 Month Old Puppies: Pyriproxyfen 2%
Spot On For Dogs: Lab Project Number: CIT 15644TSC. Unpublished study prepared by Centre
International de Toxicologie. 194 p. [From OPPIN the product supported by this study is 2382-
RTU; Pyriproxyfen 2% was topically applied to groups of three male and three female beagle dogs
(1 month old) for two periods of three consecutive days (days |, 2, and 3 and then days 19, 20 and
21y at 0.6 mL (1X) and 1.8 mL (3X) of the recommended therapeutic dose level, followed by a
15-day observation period.. Controls were treated with 1.8 mL of excipient. No animals died
during the study and there were no treatment related clinical signs. Body weight gain was slightly
reduced in treated animals, but not to statistically significant levels. Changes in hematology and
clinical chemistry parameters were sporadic and did not appear to be related to treatment.
Electrocardiographic and ophthalmological examinations revealed no abnormalities in the treated
animals. Macroscopic and microscopic examination revealed no treatment related changes,
although serous contents were observed in the abdominal cavity in 1/6 animals in the low dose
group and 4/6 animals in the high dose group (but not in any control animals). The product
labeling indicates that the dose is 0.021 fl. oz or 0.6 mL, and the application instructions state that
the product should be reapplied every three months and should not be applied to puppies less than
1 month old. In this study the product was applied at 1X and 3X dose levels once per day for
three consecutive days and again for another 3-day period 19-21 days after the first treatment.
Classification: Unacceptable; Deviations include not testing six animals/sex/group, and not testing
at a dose of 5X].

MRID 42178309: Chapman, E. (1991) S31183: Toxicity Study by Oral (Capsule)} Administration
to Beagle Dogs for 52 Weeks (Sumilarv Technical Grade). Lab Project Number: 91/0776.
Unpublished study prepared by Life Science Research Ltd, 320 p. [Dose levels tested: 0, 30, 100,
300 and 1000 mg/kg/day in the diet for 54 weeks; study demonstrates a low level of toxicity
associated with chronic exposure to Pyriproxyfen; the dietary NOEL was 100 mg/kg/day}.

After comparing the CSFs for 2382-RI0 and 65331-3, TRB concludes that the studies cited by the
registrant to satisfy the 870.7200 data requirements adequately support the use of 2382-RIO at the
indicated dosage rates (0.023 fi. oz. or 0.67 mL on dogs up to 22.9 1bs; 0.045 {l. 0z. or 1.34 mL on
dogs 23-44.9 lbs; 0.091 fl. oz. or 2.68 mL on dogs 45-88.9 lbs; 0.136 . oz. or 4.02 mL on dogs
89-132 lbs) on adult dogs and puppies of 8§ weeks of age and older on a once-a-month {(or every 4
weeks) basis.

TRB also concludes that because of the presence of 2.9% pyriproxyfen in 2382-RI0 the study in
MRID 45620507 cannot be used to support the use of 2382-RIO on breeding, pregnant and/or
lactating bitches [although this claim does not appear on the proposed label dated December 14,
2011]. Labeling must then also include the statement: “Consult a veterinarian before using this
product on debilitated, aged, pregnant or nursing animals” as indicated in PR Notice 96-6.
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48696900

December 20, 2011

Richard Gebken, PM 10

QOffice of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk (REGFEE)
Room $-4900, One Potomac Yard

2777 South Crystal Drive
Arlington, VA 22202

4%
Subject: BEFFIPRO® PLUS Topical Solution for Dogs (EPA File Symbol 2382-’DBA/);

New Product Application.
Dear Mr. Gebken,

Virbac Animal Health (Virbac AH, Inc. P. O. Box 162059, Ft. Worth, TX 76137,
(Company Number 2382)} is hereby submitting an application to register the spot-on pesticide
product EFFIPRO® PLUS Topical Solution for Dogs.

This product contains the active ingredients fipronil and pyriproxifen and is intended to
control fleas, ticks, mosquitoes, and other pests on dogs only.

Pyriproxyfen itself is registered alone and in combination with other active ingredients in
numerous end use products for spot-on insect growth regulator use on dogs.

As indicated on Form 8570-34, Virbac is using the selective method to address applicable
data requirements for this application pursuant to 40 CFR 152.90. Pursvant to 40 CFR 152.93,
Offer to Pay letters are being sent to the submitters of data cited in Virbac’s application that were
originally submitted within the past 15 years.

Below 1s a list of the components included with this application:

Cover Letter;

Transmittal Document;

Application for Pesticide Form 8570-1;

Confidential Statement of Formula-2 Copies;

Data Matrix Form §570-4; (EUP and TGALl);

Certification of Data Citation Form 8570-34;

Proposed Label - 5 copies;

3 copies of bound PR 86-5 compliant study reports supporting registration;
Waiver Request for Acute Inhalation Study (attached to Cover Letter); -
Letter of Self-certification of Child-Resistant Packaging;

Formulator’s Exemption Form §570-27; and

Copy of PRIA Check for category R-310 ($4807).
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Child-Resistant Packaging

EFFIPRO® PLUS Topical Solution for Dogs and will be marketed in single dose unit
applicators in packages of 1, 3, 6, and 36. These single dose applicators for the 0.67 mi, 1.34 ml,
2.68 ml, and 4.02 ml dose sizes have been previously tested, and CRP certification has been
accepted by EPA. All relevant test data supporting self-certification have been reviewed are and
cited in the attached Data Matrix. A self-certification letter is also attached.

PRIA Considerations

After reviewing the Agency’s PRIA category interpretations, we believe that the R-310
PRIA category and a 6 month review period is appropriate for this product. Consequently,
please find a copy of one previously submitted check in the amount of $4807 to cover the PRIA

fee.

Should you have any questions about this application package, please do not lhesitate to
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.con.

Sincerely,

AL

Crarg Parks, MS,DVM
Vice President, Research & Development
Virbac Animal Health, Inc.

Attachments

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 o (800) 338-3659
Fax (817) 831-8327 51



Virbac Effipro PLUS DOG
12/20/2011

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Virbac, Inc. (EPA Company Number 2382)
P.O. Box 162059
Fort Worth, TX 76161

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is an application to register an end use pro namely EFFIPRO® PLUS Topical
Solution for Dogs. Effipro® EFFIPRO® PLUS Topical Solution for Dogs contains the active
ingredients Fipronil and Pyriproxyfen.

SUBMITTAL DATE:

December 20, 2011

Velume Study Title MRID No.

1 Administrative Materials
Effipro® Phus Topical Solution for Dogs

Group A Product Chemistry

2 QPPTS 830.1550, 830.1750, 830.1600, 830.1620, 830.1650, 48686901
830.1670
EFFIPRO® PLUS Topical Solution for Dogs

Group B Product Chemistry

3 OPPTS 830.6302, 830.6303, 830.6304
Determination of the Physico-Chemical Property 48696902
"Appearance {Color, Physical State and Odor}"

4 OPPTS 830.6314

Determination of Oxidation / Reduction (Chemical 486963803
Incompatibility)

5 OPPTS 830.6315
Determination of the Physico-Chemical Property “Flash 48696904
Point"

6 QPPTS 830.7060 48696905

Determination of the Physico-Chemical Property “pH”

7 OPPTS 830.7100
Determination of Physico-Chemical Property "Viscosity” 48696906

8 OPPTS 830.7300
Determination of the Physico-Chemical Property 48696907
"Relative Density"
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Volume Study Title MRID No.

9 OPPTS 830.1700, 830.1800

Quantification of the Active Ingredients Fipronil and Pyriproxyfen 48696908

in Five Batches by Validated Methods
10 OPPTS 830.1800

Enforcement Analytical Method — Quantification of the Active 48696909

Ingredients Fipronil and Pyriproxyfen

Acute Toxicity
11 OPPTS 870. 1100
486969810

Acute Oral Toxicity Study in Rats — Up-and-Down-Procedure 869691
12 OPPTS 870.1200 '

Acute Dermal Toxicity Study in Rats 45696911
13 OPPTS 870.2400 .

Acute Eye Frritation Study in Rabbits 48696912
14 OPPTS 870.2500

. : 486

Acnte Dermal Irritation Study in Rabbits 96913
15 OPPTS §70.2600

Contact Hypersensitivity in Albino Guinea Pigs, Buehler Test 48696914

Product Performance

16 OPPTS 810.3300

Summary of Efficacy Data for EFFIPRO® PLUS Topical Solution 48696915

for Dogs

Product Safety

17 OPPTS 870.7200

Summary of Companion Animal Safety Data for EFFIPRO® 48696916

PI.US Topical Solution for Dogs
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Company:

Risk Manager:

Risk Manager Reviewer:
Sent Date:

Type of Registration:

Action Desc:

Ingredients;

Expedite:

DP Ingredient:

DP Title:

CSF Included:

Organization: RD / 1B

Team Name: Efficacy (1B}

Decision #; 459013
bP #: (398342)

DATA PACKAGE BEAN SHEET

Date: 02-Febh-2012 PRIA
Page 1 of 2 Parent DP #:
Submission # 908748
E-Sub #:

* * * Registration Information * * *

2382 - VIRBAC AR, INC.

RM 10 - Richard Gebken - (703) 3058-6701 Room# PY1 §-7237

Bonaventure Akinlosotu BAKINLOS

Calculated Due Date: 10-Jul-2012 Edited Due Date:

129121, Fipronii(9.7%)

*** Data Package Information * * *

Date Sent: 02-Feb-2012 Due Back:

) Yes @ No

129032, Pyriproxyfen

Parent DP #:

Label Included: @ Yes () No

Date Qut

Science Due Date:

Reviewer Name:

Sub Data Package Due Date:

Contractor Name:

For your review: R310

** * Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision > * *

Can be printed on its own page

*** Data Package Instructions * * *

MRID 48696915; tor 2 Fipronil + Pyriproxyfen containing Spotf-On tor dogs.

Submits prod chem, tox, efficacy and CAS data; Cites CRP data.

Thanks, B.A
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Page 2
*** Studies Sent for Review * **

Villard, 1. (2011} Summary of Efficacy Data fo 3300/Treatments to control
Effipro Plus Topicai Solution for Dogs (Fipronil pests of humans and pets
8.7% and Pyriproxyfen 2.9% End Use

Product). Project Number: VIRBAC/H04/11/2.

Unpublished study prepared by Isa Vet
Biosciences 12p.

DP#: (358342)
48696915

DCacisiond#: (459013)
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48696900

December 20, 2011

Richard Gebken, PM 10

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk (REGFEE)
Room S§-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: EFFIPRO® PLUS Topical Solution for Dogs (EPA File Symbol 2382-TBA);
New Product Application.

Dear Mr. Gebken,

Virbac Animal Health (Virbac AH, Inc. P. O. Box 162059, Ft. Worth, TX 76137,
(Company Number 2382)) is hereby submitting an application to register the spot-on pesticide
product EFFIPRO® PLUS Topical Solution for Dogs.

This product contains the active ingredients fipronil and pyriproxifen and is intended to
control fleas, ticks, mosquitoes, and other pests on dogs only.

Pyriproxyfen itself is registered alone and in combination with other active ingredients in
numerous end use products for spot-on 1nsect growth regulator use on dogs.

As indicated on Form 8570-34, Virbac is using the selective method to address applicable
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 15293,
Offer to Pay letters are being sent to the submitters of data cited in Virbac’s application that were
originally submitted within the past 15 years.

Below is a list of the components included with this application:

Cover Letter;

Transmittal Document;

Application for Pesticide Form 8570-1;

Confidential Statement of Formula-2 Copies;

Data Matrix Form 8570-4; (EUP and TGAl);

Certification of Data Citation Form 8570-34;

Proposed Label - 5 copies;

3 copies of bound PR 86-5 compliant study reports supporting registration;
Waiver Request for Acute Inhalation Study (attached to Cover Letter);
Letter of Self-certification of Child-Resistant Packaging;

Formulator’s Exemption Form 8570-27; and

Copy of PRIA Check for category R-310 ($4807).

e e A al s
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Child-Resistant Packaging

EFFIPRO® PLUS Topical Solution for Dogs and will be marketed in single dose unit
applicators in packages of 1, 3, 6, and 36. These single dose applicators for the 0.67 ml, 1.34 ml,
2.68 ml, and 4.02 ml dose sizes have been previously tested, and CRP certification has been
accepted by EPA. All relevant test data supporting self-certification have been reviewed are and
cited in the attached Data Matrix. A self-certification letter is also attached.

PRIA Considerations

After reviewing the Agency’s PRIA category interpretations, we believe that the R-310
PRIA category and a 6 month review period is appropriate for this product. Consequently,
please find a copy of one previously submitted check in the amount of $4807 to cover the PRIA

fee.

Should you have any questions about this application package, please do not hesitate to
contact me via telephone at 682-647-3576 or via e-1nail at craig parks@virbacus.com.

Sincerely,

A AL

Craig Parks, MS, DVM
Vice President, Research & Development
Virbac Animal Health, Inc.

Afttachments

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 e (800) 338-3639 e
Fax (817) 831-8327
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Virbac Effipro PLUS DOG
12/20/2011

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Virbac, Inc. (EPA Company Number 2382)
P.O. Box 162059
Fort Worth, TX 76161

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is an application to req%ister an end use pro namely EFFIPRO® PLUS Topical
Solution for Dogs. Efﬁpro® EFFIPRO™ PLUS Topical Solution for Dogs contains the active
ingredients Fipronil and Pyriproxyfen.

SUBMITTAL DATE:

December 20, 2011

Volume Study Title MRID No.

i Administrative Materials
Effipro® Plus Topical Solution for Dogs

Group A Product Chemistry

2 OPPTS 830.1550, 830.1750, 830.1600, 830.1620, 830.1650, 48696901
830.1670
EFFIPRO® PLUS Topical Solution for Dogs

Group B Product Chemistry

3 OPPTS §30.6302, 830.6303, 830.6304
Determination of the Physico-Chemical Property 48696802
"Appearance (Color, Physical State and Odor)"

4 OPPTS 830.6314

Determination of Oxidation / Reduction (Chemical 48696803
Incompatibility)

5 OPPTS 830.6315
Determination of the Physico-Chemical Property "Flash . 48696904
Point"

6 OPPTS 830.7000 48696905

Determination of the Physico-Chemical Property "pH”

7 OPPTS 830.7100
Determination of Physico-Chemical Property "Viscosity" 48696906

8 OPPTS 830.7300
Determination of the Physico-Chemical Property 48696807
"Relative Density"
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Voluine Study Title MRID Mo,

9 OPPTS 830.1769, 830.1800

Quantification of the Active Ingredients Fipronil and Pyriproxyfen 48696908

in Five Batches by Validated Methods
10 OPPTS 830.1800

Enforcement Analytical Method —~ Quantification of the Active 48696909

Ingredients Fipronil and Pyriproxyfen

Acute Texicity

it OPPTS 870. 1100

Acute Oral Toxicity Study in Rats — Up-and-Down-Procedure 48696910
12 OPPTS 870.1200 .

Acute Dermal Toxicity Study in Rats 48696911
13 OPPTS 870.2400

Acute Eve Irritation Study in Rabbits 48696912
14 OPPTS 870.2500

Acute Dermal Irritation Study in Rabbits 46696913
15 OPPTS 870.2600

Contact Hypersensitivity in Albino Guinea Pigs, Buehler Test 48696914

Product Performaice

16 OPPTS 810.3300

Summary of Efficacy Datg for EFFIPRO® PLUS Topical Solution 48696915

for Pogs

Product Safety

17 OPPTS 870.7200

Summary of Companion Animal Safety Data for EFFIPRO® 48696916

PLUS Topical Solution for Dogs
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{Torm Approved OMIL No, 2076-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

e 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Natice: The public reporting burden for this colicction of information is esthrated to average 0.25 hours per response for registralion activities and 0.25 hours per respoise
for reregistration and special review activities, including fime for reading the instruction and completing the necessary forms. Send comments vegarding the burden estunale of any other aspect of this
colfection of information, including suggestions lor redneing the burden to Direclor: OPPE Information Management Division (2137} U.S. Environmeinat Protcction Agency, 401 M Steet, 5. W,

Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: Decenber 20, 201 EPA Reg. NoJ/File Symbol 2382-TBA Pape | of¥

Applicant's/Regisirant’s Namc & Address Product:

Virbac A, Inc.

PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR RPOGS

Fort Worth TX 76161

Ingredient: Fipronil, Pyriproxyfen

Guidcling Reference Number { Gnideline Sludy Nane | MRID Number Subniilter Stams | Noie

Product Chemisiry Test Guidelintes

830.1550 Product Identity and Composiiton New Submission Virbac Akl luc. OWN

830.1600 Pescription of Maicrials Used New Subimission Virbac Al, Inc. OWN

830.1620 Description of Production Process New Submission Virbac AH, Inc, OWN

8301650 Description of Formulation Process New Subinission Virbac AH, inc. OWN

§30.1670 Description of Formation of lmpurities New Subimission Virbac AH, luc. OWN

8301700 5-Batcli Analysis New Subinission Virbac AH, Inc. OWN

330.1750 Certificd Limits New Subinission Virbac AH, Inc. OWN

&30.1806 Analytical Method New Subrission Virbac AH, Inc. OWN

830.6302 Color New Submission Virbac Al, Inc. OWN

£30.6303 Physical State New Submission Virbac Al, Inc. OWN

830.6304 Qdor New Submisston Virbac AH, Inc. OWN

830.6313 Meizl Stability Virbac Alf, Inc. NR

330.03 14 Oxidation/teduction New Submission Virbac AH, Inc. OWN

8306315 Flammability New Submission Virbac AH, luc, OWN

§30.6316 Explodability Virbac AH, Ine. NR

830.6317 Storage stabikity To be conducted Virbac AH, Iuc. OWN

Signaiure Name and Title Datc
Craig Parks Decentber
Vice President, Rescarch & Development 12, 20t

74

B A Foemn 357035 {(9-97) Blecteenic and Paper Versions Avatlable. Submin ondy Papes version,

Ageney internai Use Copy
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TForm Approved OME No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

@

e

Paperwork Reduction Act Notloe: The public reporting burden for this collection of infourmation is estimated to average 0,25 howrs per response for registralion aclivities and 0.25 Lours per response
for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send conunents regarding the burden estimiate or any other aspect of this

collection of information, including suggestions for reducing e burden (o Direclor: OPPE Infonnaion Management Division (2137) U.S. Environmental Proiection Agency, 401 M Stresl, S.W.,
Washington, DC 20460, Do not scnd the form to this address.

DATA MATRIX
Dale Decenber 20, 2011 EPA Reg. No./File Symbol 2382-TBA Page 2 of ¢
Applicant's/Regisirant’s Narle & Addiess Product:
Virbac AH, Inc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
tpredient: Fipronil, Pyriproxyfen
Guideline Referenec Number Guideline Study Nanie MRID Number Submiticr Status Nole
830.7100 Viscosity New Submission Virbac AH, Ing, OWN
§30.6319 Miscibility Virbac AH, Inc. NR
830.6320 Corrosion chatactcristics To be conducted Virbac AH, Inc. OWN
830.6321 Dielectric breakdown voltage Vithac AH, Inc. NR
830,7000 pH New Submission Virbac AH, Inc. OWN
§30,7300 Density, bulk density, or specific gravity New Submission Virbac AH, Inc. OWN
830.7320 Particle Size distribution Virbac AH, Inc. NR
40 CFR 158.340 Toxicolopy Data Requirements ’
870.1100 Acute oral toxicity New Subiission Virbac AH, Inc. OWN
870.1200 Acute dermal toxicity New Submission Virbac AH, Inc. OWN
870.1300 Acute inhalation toxicity Waiver requested Virbac AH, Inc.
870.2400 Primary eye irrilation New Submission Virbac AH, Inc. OWN
870.2500 Primary dermal irritation New Submission Virbac AH, Ing, GWN
870.2600 Dermal sensitization MNew Submission Virbac Al Inc. OWN
Sigualuye Name and Title Dae
Craig Parks Deeember
/ . Vice President, Research & Development 20,2011
g el
i
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Forte Approded OMB Ne, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, B.C. 20460

Paperwork Reduction Act Natice: The public reporting burden for this collection of information {5 estimaled to average 0.25 hovirs per respouse for registration activities and 0.25 liours per response
for rerepistration and special review aclivities, iuciuding time for readiog Ihe instructiont and eompleting Uie necessary forms. Send commcitts regardintg (he burden estimate or any other aspect of this
collection of information, including soggestions for reducing the burden 10 Direclor: OPPE tnformation Management Division (2137) U.S. Environmental Protection Agency, 401 M Sireet, 5.W.,
Washinglon, DC 20460. Do not send the forn to this addwss.

&n

27,

DATA MATRIX
Date: December 20, 2011 EPa Rep. No/File Symbol 2382-TBA Page 3 of 9
Applicant’s/Regisirant’s Name & Address Product:
Virbac AH, Inc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredient: Fipronil, Pyriproxyien
Guideline Reference Nuimber Guideline Study Name MRID Number Submitter Status | Nole
Efficacy and Safety Daig
8707200 Dog safety 43444905 Merial QLD
870.7200 Dog safety 43577711 Merial QLD
870.7200 Dog safcty 43863802 Merial OLD
870,7200 Dog safety 431211180 Merial oLD
870.7200 Dog safely 431211101 Merial OLD
870.7200 Dog safcty 45620507 Merial PAY
870.7200 Dog safety 43396408 Ecto Development Corporation QLD
870.7200 Dog safely 43612601 Ecto Development Corporation OLD
870.7200 Doy safety 44500902 Virbac AH, Inc, OWN
870.7200 Dog safety 44500903 Virbac AH, Inc, OWN
870.7200 Dog safety 42178309 Sumitomo Chentical Company, Lid. OLD
870.7200 Dog safety New subpzission Vithac AH, Inc. OWN
810.3300 Efficacy 43121114 Merial OLD
810.3300 Efficacy 431201115 terial OLD
810.3300 Efficacy 43i21116 Merial OLD
810.3300 Efficacy 43120017 Meriai OLD
§10.3300 Efftcucy 43121018 Merial OLD
8i0.3300 Efficacy 43121119 Mertai OLD
810.3300 Efficacy 43121120 Merial OLD _
Signalure Name aud Title . Dale
/ . i g Craig Parks ; Dcwm‘ber
e al Vice President, Rescarch & Development 20,2001
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved GV B No. 2070-0060

Paperwork Reduclion Act Notice: The public reporting burden for this eollection of information is estimated to average 0.25 hours per response for registration aciivitics aud 0.23 hours per response
for reregistration and special review activitics, including time for reading the instruction and completing 1he necessary formis, Send coniuhents regarding the burden estinmate or any other aspect of this

collection of information, inchuling suggeslions for redueing 1he burden to Direclor: OPPE lufonnalion Maunagement Division {(2137) U.S. Environmental Protection Agency, 401 M Sticet, 5.W.,
Washinpton, DC 20460. Do not seind 1he form to this addiess.

DATA MATRIX
Date: Decainber 20, 2011 EPA Reg. No/File Synibol 2382-TBA Pape 4 0f 9
Applicant’s/Regisiram’s Name & Address Prodnet:
Virbac AH, inc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DGGS
Fort Wortli TX 76161
ingredieni: Fipronil, Pyriproxyfen
Guideline Refereice Numnber Guideline Study Name MRLD Number Subinitter Status | Note
Efficacy and Safety Data
810.3300 Efficacy 43121121 Merial OLD
810.3300 Efficacy 43121122 Merial OLD
810.3300 Efficacy 43444501 Mertal OLD
§10.3300 Efficacy 43577701 Merial OLD
810.3300 Efficacy 43577712 Mcrial QLD
810.3300 Efficacy 435377713 Merial OLD
810.3300 Efficacy 43951701 Merial LD
810.3300 Efficacy 44088001 Merial OLD
810.3300 Efficacy 46006002 Wellmark International PUBL
8103300 Efficacy 44900804 Virbac AH, Inc, OWN
810.3300 Efficacy 45020601 Virbac AH, inc. OWN
810.3300 Efficacy Pending; subniitted with OWN
Effipro Plus Cat
Application
810.3300 Efficacy New submission OWN
Signature MName and Title Date
/ . z / C{ai g Parks December
ey Vice President, Research & Develojinient 20,2011

63



&

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

TFerm Approved OiY1E Mo, 2070-0860

Papervork Reduelion Aet Notice: The public reporting burden for this collection of information is estimated to average 0.25 Liours por response for registration activities and 0.25 liours per response
for reregistration mid speeial review activitics, including tinie for reading the instuction and cornpleting the necessary forms. Send comments regarding 1he burden estimate or any other aspect of this
collection ol informalion, inchuding suggestions for reducing the burden to Director: OPPE Informaiion Management Division (2137) U.S. Environmental Protection Agency, 401 M Streed, S.W.,

Waghington, DC 20460. Do not send the form Lo this address.

DATA MATRIX

Date Decentber 20, 2011

EI'A Reg. No./File Symbol 2382-TBA Page 5 of 9
Applicant’s/Regisirant’s Namic & Address Produet:
Virbac AH, Inc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worlth TX 76161
Ingredient: Fipronil, Pyniproxyfen
Guideline Reference Number Guideline Sudy Naine MRID MNinnber Submibler Status Nowe
810.3300 Efficacy 44942011 Merial PAY
§10.3300 Efficacy 44942106 Merial PAY
810.3300 Hfficacy 4561271 Ivierial PAY
8103300 Efficacy 45618501 Mezial PAY
810.3300 Efficacy 45620501 Merial PAY
§10.3300 Efficacy 45620502 Meuial PAY
810,3300 Efficacy 45620503 Merial PAY
810.3300 Efficacy 45620504 Merial PAY
810.3300 Efficacy 45620505 Merial PAY
§10.3300 Efficacy 45620506 Merial PAY
818.3300 Efficacy 45628101 Merial PAY
810.3300 Efficacy 45628102 Merial PAY
810.3300 Efficacy 45628103 Merizal PAY
§10.3300 Efficacy 45628104 Merial PAY
810.3300 Efficacy 45628105 Merial PAY
§10.3300 Efficacy 45628201 Merial PAY
810.3300 Efficacy 45866901 Merial PAY
§10.3300 Efficacy 45866902 Merial PAY
§10.3300 Efficacy 46019201 Merial PAY
810.3300 Efficacy 46019202 Merial PAY
Signatuye Name and Title Date
Craig Parks Beeeniher
/ . Yice President, Rescarch & Development 20,2011
g .
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Vorm Aggoored OBEB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The jublic reporting burden for this collection of intonnation is esthnated to average 0,25 hours per respouse for registration activitivs and 0.25 hours per respaise
for reregistration and special review activities, including tinie for reading the instruction and completing {1e necessary forms. Send eommients regarding the burden cstimate or ay other aspect of this

collection of in{prmation, including sugpestions for reducing the burden to Director: OPPE Information Management Division {2137) U.S, Enviromnental Proteclion Agency, 401 M Street, § W,
Washinglon, D 201460, Do not send the forut 1o this address.

DATA MATRIX

Drale: December 20, 2011 EPRa Reg. No./File Symbol 2382-TBA tagz Gol'Y

Applicant"s/Registranl’s Nanic & Address Product:

Virbae Akl hic

PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS

Fout Worth TX 761 61

Ingredient: Fipronil, Pyriproxyfen

Guideline Guidetine Study Name MRID Nunber Submiticr Status | Nole

Reference Number

Child Resistant Fackaging

40 CFR 157 { Evalvation of the 3 mi Applicator Tube with 1.34 ml water, 1 48095221 Virbac Al, lnc. OWN
applicator lube test for Child-Resistant Effectiveness

40 CFR 157 Bvalvation of the 3 mi Applicator Tube with 1.34 1l water, 6 48095222 Virbac AH, Inc. OWN
applicators tube test for Child-Resistant Effectiveness

40 CER 157 Ewvaluvation of the 3 ml Applicator Tube with 1.34 mi water, 36 480105223 Virbac AH, Inc. OWN
applicators tubc test for Child-Resistant Effectiveness

40 CFR 157 Evaleation of the 3 m! Applicator Tube with 1.34 ml water, | 48095224 Vitbac AH, Inc. OWN
applicator tube test for Senior-Use Effectiveness

4 CFR 157 Evaluation of thc 3 ml Applicator Tubc with .34 ml water, 6 48095225 Vitbac AH, Ine. OWN
applicators lnube test for Senior-Use Effcctivencss

40 CFR 157 Evaluation of the 3 mi Applicator Tube with 1.34 ml water, 36 43095226 Virbac AH, Inc. OWN
applicators tube test for Senior-Use Effectiveness

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68mi water, 1 48095227 Virbac All, Iuc. OWN
applicator tube test for Child-Resistant Effectivencss

Signatue Naue and Tille Datc

/ . i ’ Craig Patks December
cate gt Vice President, Research & Development 20,2011

TPA Fomm 357435 [9-97) Elerlranie aiid Faper Versions Availabic. Submil awdy Paper versing. Apeney Intewna! Use Copy
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Forne Appreved QM1 No, 2000-00460

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
&£
S

401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperworl Reduction Act Notice: The public reporting burden for this collection of information {s estimaied to average 0.25 hours per response for registration activities and 0,25 hours per response
for reregistration and special review activitics, including time for reading the iustruction and completing the necessary forms. Send comments regarding the burden estimate or auy otier aspect of this
callection of informatien, including suggestions for reducitig the burden 1o Director: OPPE Information Managensent Division (2137 U.S, Environmental Protection Agency, 401 M Shreet, S.W,
Washington, DC 20460. Do not send the forns 1o ihis address.

DATA MATRIX

Date: Deceniber 16, 2011 EPA Reg. No/File Symbol 2382-TBA Page 7 of 9

Applicant’s/Registrant’s Nane & Address Product:

Virbac All, Ine

PO Box 162059 EFFIPRO? PLUS TOPICAL SOLUTION FOR 1OGS

Fort Worth TX 76161

Ingredieni: Fipronil, Pyriproxyfen

Guideline Guideline Stndy Name MRID Nomber Submitter Status Node

Referenge Nuinber

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 6 48095228 Virbac Al lnc. OWN
applicators tube test for Child-Resistant Effectivencss

40 CFR 157 Evalvatiou of the 3 ml Applicator Tube with 2.68 ml watcr, 36 48095229 Virbac AH, Inc. OWN
applicalors tubc test for Child-Resistant Effectiveness

40 CFR 157 Evaiuation of the 3 ml Applicator Tubc witl 2.68 ml water, | 48095230 Virbac AH, lne, OWN
applicator tube test for Senior-Use Effectivencss

40 CFR 157 Evaluation of the 3 mi Applicator Tube witl: 2.68 ml water, 6 48095231 Virbac AH, Ine. OWN

) applicators tube test for Senior-Use Effectiveitess

40 CFR 157 Evaluation of the 3 mi Applicator Tube witlh 2,68 ml water, 36 48055232 Virbac AH, lne. OWN
applicators tube test for Sentor-tse Effectiveness '

40 CFR 157 Evaluation of the 6 ! Applicator Tube witlt 4.02 ml water, | 48095233 Virbac All, Inc. OWN
applicator tibe test for Child-Resistant Effectiveness

40 CFR 157 Evaluation of the 6 ml Applicator Tube with 4.02 mi watcr, 6 48095234 Virbac AH, Inc. QWN
applicators tube test for Child-Resistant Effectiveness

440 CFR 157 Evalnation of the 6 ml Applicator Tube with 4.02 ml water, 36 48095235 Virbac AL, Inc. OWN
applicators tibe test for Child-Resistant Bffectiveniess

Signature Name and Tiile Dalc

Craig Parks December
/6%7; é £ Vice President, Research & Developmet 20, 201t
EFA Form 8579-35 {197} Elcenonie and Poper Yersions Available. Subnait anly Paped veusion Ageucy luternai Use Copy
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TForm Approved OblB No, Z310-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2
i

401 M Street, S.W,
WASHINGTON, D.C. 20460

Puperwork Reduction Act Netice: The public reporting burden for (his collection of information is estimaed to average 0.25 honrs per response for regisiralion activitics and 0.25 hours per response
for reregistration and special review aetivities, inchuding time for reading the nsiruction and conipleling the necessary forms. Send comments regarding the burden estimale or any other aspeet of this

colleclion of infonnaion, including suggestions for reducing the burdes 1o Director: OPPE Informalion Managemenl Division (2137} U.S. Enwiroumental Proteciion Agency, 40 M Streel, S.W,,
Washingtogt, BC 20460. Do not send the fonn 1o this zddress.

DATA MATRIX

Date: Deccmber 20, 20¢! EPA Reg. Ne/File Symbol 2382-TBA Pape 8 of

Applican’s/Registrant’s Name & Address Product:

Virbac Atl, inc

PO Box 162059 EFFIPROY PLUS TOPICAL SOLUTON FOR DOGS

Fort Worlth TX 76161

tngredient: Fipronil, Pyriproxyfen

Guidelinc Gitideline Sfudy Name MRID Number Subminer Slanis Note

Reference Number

40 CFR 157 Evaiuation of tlic iml applicator tube with 0.67 ml water, 1 48410001 Virbue Al, lne. OWN
appiicator tube tegt for Child-Resistant Effectivencss

40 CFR 157 Evaluation of the {mi applicator tube with 0.67 ml water, 1 48410002 Virbac All, Inc. OWN
applicator tube test for Senior-Use Effcctiveness

40 CFR 157 Bvaluation of the {ml appiicator tube with 0.67 ml water, 6 48410003 Virbac AH, Inc. OWN
applicator tube test for Child-Resistant Effectivencss .

40 CFR 157 Evaluation of tlie 1ml applicator tube with 0.67 mi watcr, 6 48410004 Virbac AH, Inc. OWN
applicator tube test for Senior-Use Effectivencss

40 CFR 157 Gvaluation of the Ll applicator tube with 0,67 ml water, 3G 48410005 Virbac AH, Inc. OWN

. applicator tubc test for Child-Resistant Effectiveness

40 CFR 157 Evaluation of the Iml applicator tibe witl 0.67 mi water, 36 48410004 Virbac AH, inc. OWN
applicator Lbe test for Senior-Use Effectivencss

40 CFR 157 Evaluation of the Imi applicator tube with 0.67 ml water, 3 48410007 Virbac AH, Inc. OWN
applicator tubg test for Child-Resistant Effectiveness

40 CER 157 Evaluation of the 1mi applicator wbe with 0.67 ml water, 3 48410008 Virbac AH, Inc, OWN
applicator wbe test for Senior-Use Effecti veness

40 CFR 157 Evaluation of tite 3ml applicator tube with 1,34 ml water, 3 48410009 Virbac AH, inc. OWN
applicator tube test for Child-Resistant Effectivencss

40 CFR 157 Evaluation of the 3mi applicator tube witly 1,34 mi water, 3 48410010 Vithac AFL inc. OWN
appiicator tube test for Senior-Use Effectivencss

44 CFR 157 Bvaluation of the 3ml applicator tube with 2.68 mi water, 3 48410011 Virbac AH, inc. OWN
applicator tube test foy Child-Resistant Effectivencss

Signature Name and Tille Date

Craig Parks DPeceniber
//“@7' ﬁ, £ Vice President, Research & Development 20, 2011




Form Appraved ONEB Neo. 20710068
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
e 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwerk Reduetion Act Notice: The pubiic reperting burden for iis collection of informalies is estimaled 10 average 0,25 howrs per response for regisiration aclivitics and {.25 hours per respouse
for reregistration and special review aclivities, including time for reading (he instrueiion and completing the necessary forms. Send comments regarding ihe burden estimale or aity other aspec of this
collection of infermation, ineluding suggestions for reducing the burden (o Pirecter; OPPE tufermation Management Drivision (21373 1.5, Envirommental fretection Agency, 401 M Streer, S.W.,
Washingion, DC 20460, Do no send the fonn 10 (his address.
DATA MATRIX

Dale Pecember 20, 201} EPA Reg. Mo./File Symbol 2382-TBA Pape § of
Applicam"s/Registrant’s Name & Address Produet:
Virbac A, Inc
PO Box 162059 EFF{PRO® PLUS FOPICAL SOLUTION FORDOGS | |
Fort Worth TX 7616t i—
Ingredicul: Fipronil, Pyriproxyfen
Guideline Guideline Study Nane MRID MNumnber Submilter Siams Noie
Retcrence Number
40 CFR 157 Evaluation of the 3wl applicator thbe with 2.68 mi water, 3 48410012 Virbac AH, Inc, OWN

appiicator tube test for Scnior-Use Effcctiveticss '
40 CFR 157 Ewaluation of the Iml appiicator tube with 4.02 mi water, 3 48410013 Virbac AH, lite. OWN

appiicator tubc test for Child-Resistant Effectivencss
40 CFR 157 Evaluation of the Lnl applicator tube with 4.02 mal water, 3 48410014 Virbac AH, Inc. OWN

applicator tubce test for Senior-Use Effectiveness
40 CFR 157 Evaluation: of tlie 3ml applicator tube witlt 2,68 ml water, | 48410015 Virbac AL, Inc. OWN

applicator tube test for Senior-Use Effectiveness
40 CFR 157 Evaluation of the 3ml applicator tubc with 2,68 mi water, 36 48410016 Virbae AH, hic. OWN

appi icator tubce test for Scnior-Use Effcetiveness
40 CFR 157 Evaluation of the 6ml applicator tube with 4,02 ml water, 6 48416017 Virbac AH, Inc. OWN

applicator tube test for Scuior-Use Effectivencss
Signalure Name and Title Date

Craig Parks December
/c&fj;' ﬁ,. 5 Vice President, Research & Developmenl 20, 200t
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For Appreved OMD No, 2070-8060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
£
N 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Noliee: The public reporting burden lor (his collection of inforinalion is eslimaled to average 0.25 hours per response for regisiration activilies and 0.25 lours per response
for reregistration and special review activilies, including time for reading thie insiruetion and comnpleling the necessary forms. Send comments regarding (he burden estimale or any other aspeet of (his
colleetion of infornvation, including suggestions for reducing (e burden (o Director: OPPE Injormalion Management Division (2137} U.S. Environmental Proteclion Agency, 401 M Sizeet, 8.W.,
‘Wasliinglon, DC 20460, Do nol send the form (o (his address.
DATA MATRIX
Date: Augusi 23, 2011 EPA Reg No./File Syinbol 87825-R Pape | of 6
Applicant’s/Registrait”s Name & Address Product; Fipronil Teclinical o
Virbac SA
lere avenue 2065 M - LID
F-06516 Carros, Fraiice
Ingredicnt: Fipronil
Guideline Reference Number 1 Guideline Study Name | MRID Number Sulimaiiler Staius | Noie
Protluct Chemistry Test Guidelincs
830.1550 Product ldentity and Composition 48095240, 48449201 Vithac, OWN
8301600 Description of Materials Used 48095240 Virbac OWN
8301620 Description of Production Process 48095239 Virbac OWN
§30.1650 Description of Formulation Process 48095239 Virbac OWN
830.1670 Description of Formation of Tnipurities 48095240, 48449201 Virbac OWN
830.170¢ Preliminary Analysis 48095241 Virbac OWN
§30.1750 Certified Limits 48095240, 48449201 Virbac OWN
£30.1800 Analytical Method 48095242 Virbac OWN
830.1900 Subnuittal of samples Virbac N/A
£30.6302 Color 48095240, 48095243 Virbac OWN
830.6303 Pliysical State 48095240, 48005243 Virbac OWN
830.6304 Ordor 48095243 Virbae OWN
830.6313 Agcelerated Storage Stability-Metal Jons 48005243 Virbac OWN
830.6314 Oxidation/reduction 48095239 Virbac OWN
830.6315 Flammability 48095239 Virbac OWN
830.6316 Explodability 48095239 Virbac NE
830.6317 i Yr. Storage Stability Virbac B - OWN | See note
oL page 2
Signahire Naumeand Title ~ .~ "~ . . Dale
O Jean-Pascal Marc Augus! 23,

C A Corporate Product Innovation Dircctor 2011

EPA Form 8570-35 (8-97) Blectrotic and Peper Versions Available, Submit oniy Paper version, T T T Ageney Lnteral Ut

Agency Inteenal Uz Co Py
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Form Approved OME Neo. 2009-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estiinaled to average 0.25 hours per responsc for regisiration activities and 0.25 Lows per response
{or reregisiration and special review aclivities, including thme for reading ihe instruction and compleling the necessary forms, Send comments regarding the burden estinyale or any othey aspuct of this
collection of informatio, including suggestions for reduciyg (he burden lo Director: OPPE Information Management Divisiou {2137) 118, Environnsenial Prolection Agency, 401 M Streel, W,
Washiington, DC 20460. Do not send 1he fonn to thiis address.
DATA MATRIX
Dale Augusi 23, 2011 EPA Rea No./Tile Symibol 87825-R Page 2 of 6
Applicanr’s/Regisirant’s Nane & Address Product: Fipronil Techisical
Virhac SA
lere avenue 2065 M - LiD
F-068516 Carros, France
Ingredient: Fipronil
Guideline Reference Numnber Cuideline Study Name MRID Number Submitier Stalus Note
§30.6318 Viscosity Virbac N/A
830.6319 Miscibility Virbae N/A Solid
§30.6320 Corrosion characteristics Virbite OWN | Seenote
page 2
830.6321 Diglectric breakdown voltage Virbac N/A Watved
¥30.7000 pH 48095247 Virbac OWN
£30.7200 Meling Point 48095249 Virbac OWN
830.7300 Density bulkc density or specific gravity 48095250 Virbac OWN
830.7320 Particle Stze Virbac N/A
£30.7050 UV/Visible Speetrum 48095248 Virbac OWN
830.7370 Dissociation constanl 48095251 Virbac OWN
830.7520;830,7550; 830.7360 Oclanol/water partition coefficient 48095244 Virbae OWN
830.7570
830.7840:830.7860 Solubility 48095245 Virbac OWN
830.7950 Vapor pressure 48095246 Virbac OWN
Signalure Name aud Title Date
iy Jean-Pascal Mare Angust 23,

ST Corpotale Product Tanovation Chector 2011

EPA Fomn 8510-35 (9-97) Eloctrondc and Paper Versions Available. Submil ooly Faper version. R Agenry imternal Use Copy

Note: 830.6317 and 830.6320: Per Agency policy, storage stability and corrosion chiaracteristics data are not required to be submitted unless specifically requested by the Agency. Virbace
fias iniliated these studies and will submit the final reporss if required when the studies are completed.
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Farm Appreved OMiE Ne, 2070-R060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

&

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
forreregistrution and special review activities, including time for reading e imstruetion and compleiing the necessary forms. Send comments regarding the burden estimate or any other aspeet of this
eoilection of informalion, including sugpestions for reducing the buvden to Direclor: OPPE (nfoimnation Management Division (2137) U8, Environmenta! Protection Apeney, 401 M Strect, S.W.,
Washington, DC 20460. Do not send the fonn (o this addiess.

DATA MATRIX
Date: August 23,2011 EPA Reg No./File Symbol 87825-R Page 3 of 6
Apphicant’s/Registrant’s Name & Addvess Produet: Fipronil Tcehnical
yirbac SA
Fere avenue 2065 M - LID
P-p6516 Carros, France
{ngredient: Fipronil
Guideline Relergnce Number | Guideline Study Name MRID Number Submitier Staius Note
40 CFR 158.340 Toxicology Data Reguirements
870.1100 Acute oral toxicity 42918628; 43235401 BASF OLD
43279706
870.1200 Acute dermal toxicity 42918629 BASF OLD
870.1200 Acuie dermal toxicity 43235402 BASF OLD
8731300 Acute inhalation toxicity 42918631 BASF OLD
870.2400 Primary eye irritation 42918632 BASF OLD
870.2500 Primary dermal frritation 42918630 BASF OLD
870,2600 Dermal sensitization 42918634 BASF OLD
870.6100 Acute delayed ncurotoxicity 42918635 BASF OLD
870.6100 Acute delayed neurotoxicity 43559501 BASF oLD
870.3100 90-day oral toxicity — rodent 42918643 BASF OLD
870.3150 90-day oral toxicity - nonrodent 42918642 BASF OLD
870.3200 21-day dermal toxicity 42918644 BASF OLD
870.3250 90-day dermal toxicity DATA GAP BASF GAP *See below
870.6100 S0-day ncurotoxicity — mammat 43291703 BASF OLD
8i-8 Neurotoxicity to Rats by Acute Oral 44431804 BASF PAY
Administration 4 004
Signature Nameand Tille  ~ Dawe
- Jean-Pascal Marc August 23,
Corporatc Product Innovation Divector 2011

EPA Farm 8570-15 {3-97) Elccironic and Papee Versions Available, Subnit only Paper version. Agency Dierai e Copy
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Forw Aygecoved OMB No. 2070-0860

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

e 401 M Street, S.W,
WASHINGTON, D.C, 20460

&

Paperwork Reduction Act Notice: The public reporting burden for (his collection of information is esiinated (o average 0.25 howrs per response for registration aclivities and .25 hours per response
for reregisiralion and special review aclivities, including tinic for reading the instruction apd completing the necessary formis. Seud comments regarding (hic burden cstiinate or any other aspect of (his

collection of fnformation, including suggestions for reducing the burden to Bireetor: OPPE Information Management Division (2137) 1.8, Environienial Proteciion Agetiey, 401 M Streer, S.W.,
Washiugion, DC 20460, Do nol scnd 1he fonn (0 (his address.

DATA MATRIX
Pale August 23, 2011 1iPA Reg No./File Symibol 87825-R Page 4 of 6
Applican’s/Registrant’s Nae & Address Product: Fipronil Technical
Vibae SA
fcre avemue 2065 M - LID
(36514 Caros, Prance
Ingredient: Fipronil
Guideline Reference Nuniber | Guideline Stody Nawe MRID Nuiber Submiller Stalis | Nole
40 CFR 158.340 Toxicology Data Requirements (Continned)
§4-2 Structural chromosomal aberration 42918680 BASF OLD
84-2 Structural chromosomal aberration 42918653 BASF OLD
84-2 Other genotoxic effocts 42918651;42918653 BASF QLD
43501703
85-1/870,7485 CGeneral metabolism 42918655 BASF OLD
85-1/870,7485 General metabolism 43253701 BASF PAY
85-1/870.7485 General metabolism 43737308 BASF OLD
85-1/870.7485 General metabolism 42918654 BASF OLD
85-1/870.7485 General metabolism 42977904 BASF OLD
85-1/870.7485 General mctabolisim 43253701 BASF OLD
85-2/870,7600 Dennal penetration 43737308 BASF PAY
85-7/870.7600 Immunotoxicity DATA GAP GAP *See below
40 CFR 158.490 Wildlife and Aquatic Otganisms Data Requirements OLD
71-1/850.2100 Avian oral LD 50 — mallard or bobwhite 42918617 BASF i o OLD
42918616 L
72-1/850.1075 Freshwater fishk LC 30 — rainbow or 42918624;:42918673; BASF C oLD
blucgil! 42918674:42977902 oLD
43279703:43291718 oLE
Signalure - Name i Tidle ’ Dalc
Y — Jean-Poscal Klare ’ August 23,
G Corporzts Precuct Inanvat.on Direcion 201

EPA Form £370-35 {9-27) Eleclmanee ond Vagiey Vrisions Available. Submit only Paper version. Ageaey Interaal Use Copy
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EPA Form 85370-35 (9-97( Elcevortic and Paper Versions dvailabie, Subebit only Paper version,

Ageney Internad Use Copy
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Vorw Appewved OBLE No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

S 401 M Street, S.W.
WASHINGTON, BD.C. 20460
Papervork Reduetion Act Notice: The public reporting burden for this collcetion of inforntation is estimated to average 0.25 howrs per response for regisiration activities and 0.25 hours per response
for reregisiration and spucial review aciivities, including time for reading the instruction and completing the necessary forins, Send coiuments regardig the birden cstimae or awy otiier aspoct of this
collection of information, including seggestions for redueing e burden to Divectnr: OPPE Information Management Division (2137) U8, Enviroumewial Proteclion Agency, 401 M Street, $.W.,
Washingion, DC 20460. Do not seud the fonu to this aldress.
DATA MATRIX
Date; August 23, 2011 EPA Rep. No./File Syinbol 87825-R | Pagc 5af6
Virbac SA Product: Fiproutl Techmied L &4 7"
lere avenie 2065 M - LID
$-06516 Carros, Fraice
Ingredient: Fipronil
Guideline Reference Muunber CGuideline Siudy Mame MRID Nunber Submiiter Sialus Noie
§3-1/870.4100 Chronic feeding, — rodeit 42918648 BASF oLD
83-1/8704100 Chronic feeding - nontodent 42918645 BASF OLD
83-1/870.4100 Chronic feeding — nonrodent 43402802 BASF PAY
83-2/870.4200 Oncogenicity — mousc 42918649 BASE OLD
83-2/870.4200 Oncogenicity —inouse 43501702 BASF PAY
83-2/870.4200 Oncogenicity — rat 42918648 BASF oLD
$3-3/870.3700 Teratogenicity — rabbi 42918644 BASF oLD
83-3/870.3700 Teratogenicity — rat 42977903 BASF OLD
83-3/870.3700 Teratogenicity — rat 44275001 BASF PAY
83.-6/870.6300 Developmental neurotoxicity 4403902 BASF PAY
83-4/870.3800 Reprodiction 42018647 BASF QLD
84-2/870.5100 Gele imutaiion 429186352 BASF QLD
84.-2/870.5100 Geie mutation 42918679 BASF OLD
84-2/870.5100 (Gene mutation 43291716 BASF QLD
84-2/870.5100 Geile mulation 43201717 BASF OLD
84-2/870.5 100 (Gene mutation 43291721 BASF oLD
§4-2/870.5100 Gene mutation 43291722 BASF OLD
84-2/R70.5100 Gene mufation 43401102 BASF OLD
Signaiure Name gid Tide Dale
Jean-Pascal Marc August 23,
o Corporate Product hnovation Director 204



Form Approved OMB Mo, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Wz 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden [or this colleclion of information s esiimaled Lo average 0.25 hours per response for regisiralion activities and .25 hours per respouse
tor reregistration and special review aetivitics, ineluding tinte for reading Ihe instruction and contpieting the neeessary formis. Send contiments regasding the burden estimate or any other aspect of this
collection of infonnation, incloding sugpestions for redueing the burdeyt (o Director: OPPE Infornation Management Division (2137) U.S. Environmental Iyolcctiun Agency, 401 M Streel, 5.W.,
Washington, DC 20460. Do nol send {he form to this address.
DATA MATRIX

Date: August 23, 201 § EI'A Reg, No./File Symbol B7825-R Page 6 of 6
Appiicant’s/Registrant’s Name & Address Produect: Fipronil Technical
Virbae SA
fere avenue 2065 M - LID
F-{(165 |6 Carros, France
Ingredient; Fipronil
CGuideline Refergnee Number Guidelineg Study Name MRID Number Subniitier Sialus Nale
72-27850.1010 Aeute LC 5{ freslowater invertebrates 42918625 BASF OLD

{Daphnia magna)

Acute LC 50 freslavater iuvertebrates 42918669 BASF OLD

{Daphnia magnay

Acute LC 50 freshwater invertebrates 42918671 BASF OLD

(Daphnia magna)

Acute LC 50 freshwater invericbrates 43291719 BASE OLD

(Daphnia magna)
835.2110 Hydrolysis 42977905 BASFE CLD
40 CFR 158.390 Reentry
Protection Data Requirements
133.3 Dermal exposure - Fipronii 44433302 Merial PAY
i33-4 iniiaiatiott exposure - Fipronil 44433302 Meridl PAY
i32-1 Dislodgeabie residue dissipation - Fipronil 44531203 Merial PAY
N/A Dermal and inhalation exposire of 44433303 Merial PAY

commerelal pet groomers (Spot) - Fiprouil
N/A Analytical method for exposure studies - 44433308 Merial PAY

Fiproni
Signature Nanic and Title Augnst 23,

e Jean-Pascul Mare 2011
. Corporate Product Inuovation Direetor
GEPA Form 8570-35 (8-97) Bleelranic and Paper Versions Available. Submir only Paper vigdion.

Ageaey luteraal Use Copy

# Pursuant to 40 CFR 152.96 (c) Virbac hereby cortifies that Virbac has no basis {o believe that this requivement is not a dala gap and, further, that Virbac has sent by certified nulif to all compnnies
on tiie current EPA Data Submitters List for fipronil a jetter requestiog that the company identify, within G0 days of receipt, any vatid study that would fulfill this data requiverient. Onee this 60-day
period expires, Virbac will updale the Agency as Lo the information, if any, Yirbac receives in resporse to s Pdata gap™ letter,
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[Fee for Servicel  (916101b-

This package includes the following for Division
© New Registration ©AD
O
® Amendment BPPD
| °RD
DStudies?  UFee Waiver?
. Risk Mgr. | 10

Ovolpay % Reduction: __ L

Receipt No. S-| 916101

EPA File Symbol/Reg. No. 2596-RAG

Pin-Punch Date: 4/30/2012

B/This item is NOT subject to FFS action.
— ——Action Code" [ Parent/Child Decisions:
Requested:

Granted:

Amount Due: $

= Inert Cleared for Intended Use &  Uncleared Inert in Product

Reviewer: Wﬁmﬂéu Date:_3/2//>

Remarks:  oroiifoparission
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SO S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2 i WASHINGTON, D.C. 20460
%%M N
%0 ppeie®
May 2, 2012
OLFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

LANCE HEMSARTH
THE HARTZ MOUNTAIN CORPORATION
400 PLAZA DRIVE

SECAUCUS, NJ 07094-

PRODUCT NAME: HARTZ REFERENCE #129

COMPANY NAME: THE HARTZ MOUNTAIN CORPORATION
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 2596-RAU

EPA RECEIPT DATE: 05/01/12

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team
10, at (703) 305-6701.

Sincerely,

Front End ;:rocessing Staff

Information Services Branch
Information Technology & Resources Management Division
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07004-3688 « 201/271-4800

April 27, 2012

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention:  Mr. Richard Gebken (PM # 10)

RE: HARTZ REF #128, EPA Reg. N
HARTZ REF #1239, EPA Reg. No. 2596- RAU
HARTZ REF #130, EPA Reg. No. 2596-RAL
HARTZ REF #131, EPA Reg. No. 2596-RAA

Dear Mr. Gebken:.

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
filing modified labels based on the feedback from Rosalind Gross and her review
of the CRP data for the above listed registrations. Changes were made only to
the directions for use sections in order to match the instructions for use in the
child resistant packaging testing labels.

These master labels replace the current labels that were submitted for the above
listed registrations. Please find enclosed 3 copies of each Master Label.

If you have any guestions or need any additional information, please feel free to
call me at (201) 271-4800, ext. 7302 or smcnear@hartz.com.

Sincerely,

-~ _
- :
- j/ ) . Lf 4w

Sean McNear
Director Regulatory Affairs

Enclosures

/8



Print Form

FPloass reod Insrructions on reversas befors completing form. Form Approved, OMB No, 2070-0080

~a Unlted Statas Registration OPP Idantifier Number

@?E Environmental Protection Agency Amendment
Wasghington, DC 20460 % Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Maneger 3. Proposad Claseificstion
2596-RAG Richard Gebken
DNom D Rastrigtad

4. Company/Product {Nama} PM#

Hartz Ref, 128 0
5. Nams and Addrass of Applicant finnlude 2IP Codef 8. Expedited Review. In accordance with FIFRA Section 3(c)(3}

ibifiy, my product is similar or identical i mposition and labeli
The Hartz Mountain Corporation to: ve milar or tdenticat in comeosition an eI
400 Plaza Drive, Secaucus, NJj 07094 EPA Reg. No.
D Chuck i this is 8 new addraxs Product Name
Section - 1l
D Amandmont - Explain below, D Findl printed labels in response 1o
Agancy lotter datod

D Resubmlssion In rosponso to Agency letterdeted . . D Mo Too® Applicetion.

D Motification - Explain below. Cthar - Explain below.

Explanation: Use edditional pageis! if necassary, {For section 1 end Section 11.)

Label change based on the feedback fiom Rosalind Gross. Changes made to the master label directions for use to be exactly the same
as the instructions for the child resistant packaging (CRP) test.

Section - I
1. Material This Product Will Be Packaged fn:
Child-Resistant Packaging Unit Packaging Water Soluble Packepging 2. Type of Container
Yos® B Yos B You Metal
Plaotic
No No No Glaga
. . ¥ "You" No. per if "Yeos" No. per Paper
* Cﬂfﬂﬁf{ﬂﬂw‘-‘ miust Unit Packaging wgt. conteiner Package wgt container Other |Spocify}
be submitted |
3. Location of Ngt Contants Information 4, Sizels) Retail Container S, Location of Lebel Directions
i On Label
D Labsl D Containaer i On Labaling accompanying product
&. Manner in Which Labe! iz Affixed to Product If.,.ithogralphd D Other
aper_gluo
Stgnci od

Section - 1V

1. Contact Point {Compfere ifems directly bofow for idenriffcarion of indfvidusl fo be confacred, ¥ necessary, fo process this applizuion.}

Name Title . Telaphone No.i'{‘!.r{blguda Arsa Code}
Sean McNear Director Reg. Affairs 201-271-4800
Certification 8. Dats Applicetioh’ * |
| csrtify that the stefoments ! have msde on this form and all attachmants thoroto 8re true, accuralo and complots. _’Rucs:wa_\i
| acknowledge that eny knowingly false or migleeding statomant muey be punishable by fine or imprsonment or “{Stamped) o ;
both under applitable law. L R o
2. Signature " S 3. Title s IR
Director Regulatory Affairs
4, Typad Pgma 5. Date
Sean McNear April 27,2012
EPA Form B570-1 {Rev. B-24[ Pravious editions sre obsolete. White - EPA Fils Copy [originsll Yellow - Appllcant Copy
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DATA EVALUATION RECORD

PYRIPROXYFEN AND FIPRONIL
[104.11; EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS)]

STUDY TYPE: ACUTE ORAL TOXICITY - RAT {OCSPP 870.1100; OECD 425]

ACUTE DERMAL TOXICITY - RAT [OCSPP §70.1200; OECD 402]

ACUTE EYE IRRITATION - RABBIT [OCSPP 870.2400; OECD 405]

ACUTE DERMAL IRRITATION - RABBIT jOCSPP 870.2500; OECD 404}

DERMAL SENSITIZATION - GUINEA PIG [OCSPP 870.2600; OECD 406}
MRID: 486969-10, 486969-11, 48696912, 486969-13, and 486969-14

Prepared for
Registration Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Summitec Corporation
9724 Kingston Pike, Suite 602
Knoxville, Tennessee 37922

Task Order No. 3-C-10

Primary Reviewer: ,- _
Donna L. Fefee, D.V.M. Signature: i ZW L‘ F€. o

Date:
Secondary Reviewers: 2@ hﬁi (
Thomas C. Marshall. Ph.D.. D.A.B.T. Signature: ﬂ\ QJE% Zgliz M he
Date: APR 16

(7

Robert H. Ross. M.S., Program Manager Signature:
Date:

Quality Assurance:
Angela M. Edmonds, B.S. Signature:
Date:

Disclaimer’

This review may have been altered subsequent to the contractor’s signatures above,
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chewing gum, using tobacco or using the toilet. Wear long-sieeved shirt and long pants, socks, shoes, and
gloves. Remove and wash contaminated clothing before reuse. [Wear protective eyewear.]*

*[Protective evewear may be specified, if appropriate).
First Aids

If on skin:

-Take off contaminated clothing.

-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poison control center or doctor for treatment advice,

If swallowed:

-Call a poison control center or doctor Immediately for treatment advice.
-Have person sip a glass of water if able to swallow.

-Do not induce vomiting unless told to by a poison controf center or doctor.
-Do not give anything {0 an unconscious person,

If in eyes:

-Hold eye open and rinse slowly and gently with water for 15-20 minutes.
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
-Call a poison control center or doctor for treatment advice,

NOTE TO PHYSICIAN: Note to PM/CRM/Registrant: The proposed [abel should contain a "Note to Physician”.
The following statemnents are suggested types of information that may be included, if applicable: - technical
information on symptomatology; - use of supportive treatments to maintain life functions; - medicine that will
counteract the specific physiological effects of the pesticide; - company telephone number to specific medical
personnel who can provide specialized medical advice.

Have the product container or label with you when calling a poison tontrol center or doctor or going for
treatment. You may also contact 1-800-xx¢-xomXx for emergency medical treatment information.

5. The basic CSF dated October 21, 2011 for 2382-RI0 should be reviewed and accepted by the
TRB Chemistry Team.
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BACKGROUND:

The material received for review includes a proposed label, indicating the product is packaged in
single-use applicators (1, 3, 6 or 36 applicators per package). Dosage rates are stated to be 0.023 11.
oz. (0.67 mL) “for small dogs and puppies 8 weeks old or older and up to 22.9 Ibs,” 0.045 fl. oz. (1.34
mkL) for dogs weighing 23-44.9 Ibs, 0.091 fl. oz. (2.68 mL) for dogs weighing 45-88.9 lbs, and 0.136
fl. 0z. (4.02 mL) for dogs weighing §9-132 lbs. The product is to be applied no more frequently than
once a month (“Effective monthly control of fleas and ticks,” and “Once monthly application.” There
are five acute toxicity studies (MRID 48696910, acute oral toxicity study in rats; 48696911, acute
dermal toxicity study in rats; 48696912, acute eye irritation study in rabbits; 48696913, acute dermal
irritation study in rabbits; and 486969 14, contact hypersensitivity in albino guinea pigs, Buehier test),
and a waiver request for the inhalation toxicity study requirement. In addition, there is a basic CSF,
dated October 21, 2011,

COMMENTS AND RECOMMENDATIONS:

1. The acute toxicity studies in MRIDs 48696910-48696914 were reviewed by a contractor,
Summetic. The resulting DER was reviewed by TRB, and the appropriate revisions, if necessary,
were made. It is concluded that these five acute toxicity studies are acceptable, and can be used to
support the registration of 2382-RIO,

2. TRB has reviewed the acute inhalation toxicity study waiver request, and concludes that, based on
the proposed product use and minimal potential inhalation exposure, this study can be waived and
the product can be assigned to Toxicity Category 1V by the inhalation exposure route,

3. Based on the results of the acute toxicity studies, the following is the acute toxicity profile for
2382-R10 (EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS):

Acute oral toxicity J20 Acceptable MRID 48696910
Acute dermal toxicity i Acceptable MRID 48696911
Acute inhalation toxicity v Waived n/a

Primary eye irritation 11 Acceptable MRID 48696912
Primary dermal irritation IV Acceptable MRID 48696913
Dermal sensitization Negative Acceptable MRID 48696914

4. Based on the acute toxicity profile above, the following is the precautionary and first aid labeling
for 2382-RI0, as obtained from the TRB Label Review System.

PRODUCT 1D #: 002382-00189
PRODUCT NAME: EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS

PRECAUTIONARY STATEMENTS
SIGNAL WORD:  CAUTION

Hazards to Humans and Domestic Animals:

Harmful if absorbed through skin, Harmful if swallowed. Causes moderate eye irritation, Avoid contact with
skin, eves or clothing. Wash thoroughly with scap and water after handling and before eating, drinking,

2
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UNITED STATES ENVIRONMENTAL PROTECTION AGERCY
WASHINGTON, DO 20468

OFFICE OF CLEMICAL BAFEYY
AND POLLUTION PREVENTION

QFFICE OF PESTICIDE PROGRAMS
REGISTRATHIN DIVISION (TR

May 15, 2012

MEMORANDUM
Subject: Name of Pesticide Product: EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
EPA Reg. No. /File Symbol: 2382-RIO
DP Barcode: DP 398341
Decision No.: 459013
Action Code: R310
PC Codes: 129032 {Pyriproxyfen: 2.9%)
129121 (Fipronil: 9.7%)
From: Byron T. Backus, Ph.D., Toxicologist O M - (2’, a
Technical Review Branch M o1 1§, et ' Aoe Teadtls

Registration Division (7505F)

To: Bonaventure Akinlosotw/Richard Gebken RM 10
Insecticide Branch
Registration D_ivision (7505P)

Registrant: VIRBAC AH, INC.

FORMULATION FROM LABEL:

Active Ingredient(s): by wt.
129121 Fipronil 9.7%
129032 Pyriproxyfen 2.9%
Other Inpredient(s): 87.4%

TOTAL 100.0%
ACTION REQUESTED: The Risk Manager requests:

“For your review: R310. MRID 486969-10 to -14; for a Fipronil + Pyriproxyfen containing Spot-On
for dogs. Submits prod chem., tox, efficacy and CAS data...”

H{ 3es T [Tox
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Acute dermal toxicity / rat

Harlan Laboratories Lid.
(Itingen, Switzerland)

Study #D34677 / November 18,
2011

OCSPP 870.1200; OECD 402

48696911

LDsg > 2000 mg/kg {both sexes)
No deaths, abnormal systemic
clinical signs, or abnormal gross
findings;, BW affected: 4/5 males
and 4/5 females lost weight during
days 1-8, all animals gained during
days 8-15 and most had net BW
gain over days 1-15 (I female had
net loss over days 1-15); local
effects: erythema on | male on day
2 (resolved by day 3),
desquamation and/or focal crusts
on 5/5 males and 4/5 females
beginning days 2-6 (resolved by
day 15 except desquamation in 1
male and | female).

Note: It is unclear whether the size
of the dose site really was 10% of
the body surface area {BSA). The
study author stated that application
sites were approximately 10% of
body surface area, but it was also
stated that application sites were
covered by a gauze pad measuring
~25 cnt’, which, according to
standard formulas, would be less
than 10% of the BSA for rats in the
BW range used in this study (193.7-
276.8).

Deficiency: Systemic clinical signs
data from days 2-15 were omitted
Jrom the study report.

190

Acute inhalation toxicity / rat n.a. Walver recommended on basis of | (IV)
product use {pet spot-on} and
minimal inhalation exposure.

Primary eye irritation / rabbit 48696912 | Use of anesthetic not mentioned. HI

Harlan Laboratories Ltd.
(Itingen, Switzerland)

Study #D34688 / November 30,
2011

OCSPP 87(.2400; OECD 405

No corneal or iridial effects seen in’
any eye at any time point.
Conjunctival redness present in 3/3
eyes at 1 hr through 7 days and in
2/3 and 1/3 eyes at 10 and 14 days
post instillation (score=1-2).
Conjunctival discharge seen in 2
eyes at 1 hour {score=!) and not
seen thereafter. Slight to moderate
scleral reddening seen in 3 eyes at

1 hour and in 2 eyes at 24-72 hours,
Conjunctivitis scored as “positive”
in 2/3 eyes at 24-48 hrs and in 1/3

6
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EPA Reviewer: Byron T. Backus, Ph.D. Date: May 15, 2012
Risk Manager (EPA): 10

The following table is the Acute Toxicity Data Evaluation Record (DER) for the five studies’
submitted for the proposed product, File Symbol 2382-RI0

1. DP BARCODE: 398341

2. PC CODES: 129032 and 129121

3. CURRENT DATE: May 15,2012

4. TEST MATERIAL: 104.11; Batch #FMA 11123-1; 9.68% Fipronil and 2.98% Pyriproxyfen
(per certificate of analysis); yellow odourless liguid (or colorless to yellowish liquid); density: 1.036
' g/mL; pH: 4-5 (MRID 48696912); expiration date: November 201 I; stored at room temperature

Study/Species/Lab MRID Results Tox [ Core

Study # Date Cat | Grade

Acute oral toxicity / rat 48696910 | LDsy Females = 2000 mg/kg bw 111 A

Harlan Laboratories Ltd. [95% PL Confidence interval is 0
(Itingen, Switzerland) to >20,000}

Study #134666 / November 18, Four tested (with dosing on day 1)
2011 in accordance with AQT425

OCSPP 870.1100; OECD 425 StatPgm (assumed sigma=0.5): 1 at

550 mg/kg, 3 at 2000 mg/ke.

550 mg/kg: no deaths, abnormal
clinical signs, bw effects, or gross
findings.

2000 mg/kg: 2 deaths (days 6 & 9);
clinical signs: ruffled fur and/or
hunched posture in 2/3 (day 1);
survivor lost wt days 1-8 but had
net gain for the study overall; gross
necropsy findings limited to lung
congestion in both decedents.
Deviation from OECD 425: no
rationale provided for use of
starting dose different from defaull.
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cyes at 72 hours.

MMTS=3 .33, at 1-48 hours;
Mildly irritating (per Kay and
Calandra).

Classified based on resolution of
“positive’ irritation within 7 days
or less,

Primary dermal irritation /
rabbit

Harlan Laboratories Ltd.
(Itingen, Switzerland)

48696913

PD1 at 72 hours=0.00

There were no observations of
erythema, edema, or other changes
to the skin on any animal at any

Study #D34690 / November 30, time point.
2011 “Nonirritant™ based on US EPA
OCSPP 870.2500; OECD 404 (1988).

v

Derma] sensitization / guinea
pig

Harlan Laboratories Ltd.
(Fullinsdorf, Switzerland)

Study #D34701 / October 27,
2011

OCSPP 870.2600; OECD 406

48696914

Tested using Buehler method
Induction used 100%
concentration; challenge used 75%
concentration in diethylene glycol
monoethyl ether vehicle.

No positive dermal reactions on
treated or vehicle control animals
following challenge.

Not a sensitizer

Deficiencies: Justification not
provided for usage of non-standard
vehicle. It appears that in the
positive control study the testing
lab was not able to identify the
HNIC; two challenge
concentrations (neither of which
was a HNIC) were selected, based,
in part, upon historical results.
Results of initial challenge were
equivocal, and a re-challenge was
necessary. ‘Correct” results were
attained, but the laboratory has not
necessarily demonsirated

proficiency.

Core Grade Key: A =Acceptable, S = Sup

Waived

plementary, U = Unacceptable, D = Data Gap, W=
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Reglstratlon. 2382 RIO - EFFIPRO PLUS TOPICAL SOLUTION FOR DOGS

Company:

Risk Manager:

Risk Manager Reviewer:
Sent Date:

Type of Registration:
Action Desc:

Ingredients:

Expedite:

DF Ingredient:

Decision #: 459013

DATA PACKAGE BEAN SHEET DP #: (398344)
Date: §2-Feb-2012 PRIA
Page 1 of 2 Parent DP #:
Submission #: 908748

* & Reg!stratlontnformation T E-Sub #:

2382 - VIRBAC AH, ING. . '

M 10 - Rlchard Geblen - (703) 305- 6701 Room# PY1 S- 7237

Bonaventure Aklnlosotu.BAKlNLOS o

Calculated Due Date: 10-Jul-2012 Edited Due Date:

(R310) NEW PRODUCT,NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIS]

128032, Pyriproxyfen(2.8%)

129121, Fipronil(8.7%)

*** Data Package Information * * *

() Yes @ Ne Date Sent: 02-Feb.2012 Due Back:

129121, Fipronil

129032, Pyriproxyfen

DP Title: tox/cas
CS8F Included: @ Yes () Ne tabel Included: @ Yes () No ParentDP#
Assigned To __Dateln Date Out
Organization: RD / TRB _ Last Possible Science Due Date: _19___9}_:_9:29]_?__/
Team Name: TOX Science Due Date:
Reviewer Name: Backus, Byron Sub Data Package Due Date:

Contractor Name:

*** Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * * * & ,_
Can be printed on its own page //““ SEX C)\f«

*** Data Package Instructions * * * U [‘J\ Ll
For your review: R310 \sJ\
MRID 48696918; for a Fipronil + Pyriproxyfen containing Spot-On for dogs. §\A _
Submits prod chem, tox, efficacy and CAS data; Cites CRP data. e
Thanks, B.A wl\/
&\ \
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Page 2

*** Studies Sent for Review ** * Decision#: (458013)

DP#: {398344;
7

48685916

TR Ry .
Villard, 1. {2011} Summary of Campanion
Animal Safety Data for Effipro Plus Topical safety
Solution for Dogs (Fiprond 8.7% and

Pyriproxyfen 2.89% End Use Product). Project
Number: VIRBAC/104/11/1. Unpublished study
prepared by isa Vet Blosciences 51p.
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Decision #: 459013

DATA PACKAGE BEAN SHEET  DP#:(398341)

Date: 02-Feb-2012 PRIA
Page 1 of 2 Parent DP #:
Submission #; 908748

E-Sub #:

* * * Registration Information * **
*'_""hg_gistration: 2382-RI0 - EFFIPRO PLUS TOPICAL SOLUTION FOR DOGS

any: 2382 - V%RBAC AH ING.

M tO R:ch rd__Gebken (703) 305-8701 Room# PY1 5-7237

Risk Manager:

Risk Manager Reviewer: Bonaventure Ak:nlosotu BAKINLOS

Sent Date: Calculated Due Date: 10 Edited Due Date;

Type of Registration: Product Registration - Section 3

Agtion Desc: (R310) NEW PRODUCT NON-FAST TRACK (INCLUDES REVIEWS OF PROBUCT CHEMIS?

Ingredients: {28032, Pyriproxyfen(2.9%)

** * Data Package Information * * *

Expedite: ) Yes @ No Oate Sent: 02-Feb-2012 Due Back:

DF Ingredient: 120032, Pyriproxyfen

DP Title: tox/pl e
CSF Included: e Yes O No Label Inciuded: e Yes O MNo ParentDP#
AssignedTo ] Dateln | Date Out
Organization: RD / TRB ) Last Possible Science Due Date: 10']””2012/
Team Name: TOX Science DueDate:
Reviewer Name: Backus, Byron ) Sub Data Package Due Date;

Fe

Contractor Name: é LA @f’iﬁ/{y

* ¢ Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision ** *
Can be printed on its own page
* ** Data Package Instructions * * *
For your review: R310
MRID 486969 - t0 to -t4; for a Fipronil + Pyriproxyfen containing Spot-On for dogs,
Submits prod chem, tox, efficacy and CAS data; Cites CRP data.

Thanks, B.A
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Page 2
** * Studies Sent for Review ** *

CP#: (398341}

i

Camme, B. (2011} 104.11: Acute Cral Toxicity 870,1100/Acute Cral Toxicily

48696970
Study in Rats - Up-and-Down Procedure; Final
Report. Project Number: D34666, Unpublished
study prepared by Harlan Laboratories, Lid.
89p.
48696311 Damme, B. {2011} 104.11: Acute Dermal 870.1200/Acute dermal toxicity  Pass {10-Jan-2012)

Toxicity Study in Rats: Final Report. Project
Number D34677. Unpublished study prepared
by Harlan Laboratories, Ltd. 66p.
486965912 Damme, B. {2011) 104.11: Acute Eye Irritation 870.2400/Acute eye itritation Pass {10-Jan-2012)
Study in Rabbits: Final Report. Project
Number: D34688. Unpublished siudy prepared
by Harlan Laboratories, Ltd. 72p.
48696913 Damme, B. {2011} 104.11: Acute Dermal 870.2500/Acute dermal irritation  Pass {10-Jan-2012)
Irritation Study in Rabbits: Final Report.
Project Number: D34690. Unpublished study
prepared by Harlan Laboratonies, Ltd. 55p.
48606914 Arcelin, G. (2011) 104.11: Contact 870.2600/5kin sensitization Pass {t10-Jan-2012)
Hypersensitivity in Albino Pigs, Buehler Test:
Final Report, Project Number: D34701.
Unpublished siudy prepared by Hartan
Laboratories, Ltd. 101p.
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Decision #: 459013

DATA PACKAGE BEAN SHEET DP #: (398341) -

— Date: 02-Feb-2012 PRIA
Page 1 of 2 Parent DP #:
. Submission #: 908748
e ¥V RS Hation-information * % * E-Sub #
vvvvv s SN

e

"Registration: 2382-RIO - EFFIPRO PLUS T

k1
Ty

l &»)D 233)%

Company:

Risk Manager:

Risi Manager Reviewer; Bona#entre Akinfosotu BAKINLOS

Seni Date: Calculated Due Date: 10-Jul-2012 Edited Due Date;

Type of Registration: Product Registration - Section 3

Action Des¢: (R310) NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIST

Ingredients: 128032, Pyriproxyfen(2.5%) -

128121, Fipronil{9.7%)

*** [Jata Package Information ** *

Expedite: () Yes @ No Date Sent: 02-Feb-2012 Due Back:

DP Ingredient: 129032, Pyriproxyfen

128121, Fipronil

DP Title: tox/pl

yes () No Lakel Included: Yes () No  ParentDP#

CSF included:

Assigned To Date in Date QOut

Organization: RD / TRB Last Possible Science Due Date: 10-Jun-2012 /
Team Name: TOX Science Bue Date:
Reviewer Name: Backus, Byron Sub Data Package Due Date:
Contractor Nama: ‘

** % Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * * *

Can be printed on its own page

*** Data Package Instructions ** *
For your review: R310
MRID 486869 - 10 to -14; for a Fipronil + Pyriproxyfen containing Spot-On for dogs.
Submils prod chem, tox, efficacy and CAS data: Cites CRP data.

Thanks, B.A ¢ )
e RA ¥
(WA eaT oo e By TREG.
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Waiver Request
Registrant: Virbac Animal Health, Inc.
Acute Inhalation Study (OPPTS 830.1300).
Effipro Plus Topical Solution for Dogs.

The Effipro® Plus Topical Solution for Dogs product is composed of 9.7% w/w of
the active ingredient fipronil and 2.9 % w/w of the active ingredient pyriproxifen. This
product is packaged in single use non-refillable applicators that are intended for one time
only spot-on applications to dogs.

The potential human inhalation exposure to this product is expected to be
neglible. Only very small amounts of product are applied per application, depending the
weight of the animal. Based on packaging cons1derat10n': described in the proposed
product labeling, the maximum volume of Effipro® Plus Topical Solution for Dogs that
can be administered at one time to a dog using the largest available applicator size is
approximately 4.0 ml. This application volume represents the worst case because it is the
dose that is recommended only for use on dogs weighing more than 89 pounds.
Therefore, according to the proposed label, a great deal of anticipated product use will
occur at much lower volumes on smaller dogs.

Furthermore, the measured vapor pressure of both of the active 1n0redlents
fipronil and pyriproxifen, are extremely low (2.8 x 107 mm Hg at 25°C and 1.0 x 10”7 mm
Hg at 25°C, respectively), indicating that both active ingredients are essentially non-
volatile and are therefore not expected to vaporize from the skin of the treated animal
following application. The active ingredients wili therefore not be available for inhalation
after application according to label directions. Finally, the method of applying the liquid
product directly to the pet creates no particulates, aerosols, or other respirable matter.
Therefore, based on the criteria provided by the Agency in 40 CFR 158.500, footnote 4
under the Toxicology Data Requlrements a waiver of the acute inhalation study for these
products is appropriate.

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone: (817) 831-5030 & (800) 338-365%
Fax (817) 831-8327
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Decision #: 453013

DATA PACKAGE BEAN SHEET DP #: (398340)
Date: 02-Feb-2012 PRIA
Page 1of 2 Parent DP #:
Submission #: 908748
' E [ :
E'Registration_. 2382 RIO - EFFIPRO PLUS TOPICAL SOLUTION FOR DOGS_..__..__..--" IIIIIIIIII ,b\_C/ 53}
) e . - D

Company: 2382 - VIRBAC AH, INC.

Risk Manager: __RM 10 - Richard Gebken (?03) 305 6?01 Room# PY1t S- 7237 /&/ '
Risk Manager Reviewer. Bonaveniure Ak:niosotu BAKINLOS e

Sent Date: Calculated Due Date: 10-Jul Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (R310} NEW PRODUCT NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIS?

Ingredients: 129032, Pyriproxyfen(2.9%)

129121, Fipronil(9.7%)

*** Data Package Information * * *

Expedite: () Yes @ No Date Sent: 02-Feb-2012 Due Back:

DP Ingredient: 129032, Pyriproxyfen

129121, Fipronil

DF Titie: prod chem

CSF included: @ Yes () No Label Included: @ Yes () No ParentDP#
Assigned To pateln Date Out
Organization: RD / TRB _ Last Possible Science Due Date: 1_?__{_[{{}_39]_?___5
Team Name: CHEM ) Science DueDate: .
Reviewer Name: Sub Data Package DueDate:

Contractor Name:

** % Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * * *
No Additional Data Packages
** * Data Package Instructions ** *
For your review: R310
MRID 486969 - 01 to -09; for a Fipronil + Pyriproxyfen containing Spot-Cn for dogs.
Submits prod chem, tox, efficacy and CAS data; Cites CRP data.

Thanks, B.A
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. d Page 2
DP#: (398340) *** Studies Sent for Review = *

486963808 Zepperitz, C. (2011) (Effipro Plus Topical 830.1800/Enforcement Pass {10-Jan-2012)

Solution for Dogs}: Quantification of the Active analytical method
Ingredients Fipronil and Pyriproxyfen in Five

Batches by Validated Methods: Final Report.

Froject Number: D34802. Unpublished study

prepared by Harlan Laboratories Ltd. 56p.

486956009 Zepperitz, C. (2011) 104.11; Enforcement 830.1800/Enforcement Pass {10-Jan-2012}
Analytical Method - Quantification of the Active analytical method
Ingredients Fipronil and Pyriproxyfen: Final
Report. Project Number: D34813. Unpublished
study prepared by Harlan Laboratories, Lid.
38p.

94



-

48696301

48696901

48596801

48686801

48686901

48696901

48696802

48606002

48696902

48696903

48626004

48696905

48686908

48686007

48696908

Page 2

Villard, 1. {2011) Product Specific Chemistry
for Effipro Plus Topical Solution for Dogs.
Project Number: VIRBAC/ 104/ 1/3.
Unpublished study prepared by Virbac. 40p.
Willard, 1. (2011) Product Specific Chemistry
for Effipro Plus Topical Solution for Dogs.
Project Number: VIRBAC/104/11/3.
Unpublished study prepared by Virbac. 40p.
Villard, 1. (2011} Product Specific Chemistry
for Effipro Plus Topical Solution for Dogs.
Project Number: VIRBAC/104/11/3.
Unpublished study prepared by Virbac. 40p.
Villard, 1. {2011) Product Specific Chemistry
for Effipro Plus Topical Solution for Dogs.
Proiect Number; VIRBAC/104/11/3.
Unpublished study prepared by Virbac. 40p.
Villard, 1. (2011) Product Specific Chemistry
for Effipro Plus Topical Solution for Dogs.
Project Number: VIRBAC/104/11/3.
Unpublished study prepared by Virbac. 40p.
Villard, 1. (2011) Product Specific Chemistry
for Effipro Plus Topical Solution for Dogs.
Project Number: VIRBAC/104/11/3.
Unpublished study prepared by Virbac. 40p.
Habeck, €. (2011) 104.11: Determination of
the Physico-Chemical Property "Appearance
{Color, Physical State and Cdon™. Final

Report, Project Number: D34882. Unpublished

study prepared by Harlan Laboratories, Ltd.

24p.

Habeck, €. (2011} 104.11: Determination of
the Physico-Chemical Property "Appearance
(Color, Physical State and Cdor)". Final

Report. Project Number: D34892. Unpublished

study prepared by Harlan Laboratories, Ltd.

24p.

Habeck, €. (2011} 104.1 1: Determination of
the Physico-Chemical Property "Appearance
{Color, Physical State and Odor)"; Final

Report. Project Number: D34892. Unpublished

study prepared by Harlan Laboratories, Ltd.
24p.

Habeck, C. (2011) 104.11: Determination of
Qxidation / Reduction (Chemical

Incompatibility}: Final Report. Project Number:

D34870. Unpublished study prepared by
Harlan Laboratories, Lid. 26p.

Habeck, C. (2011) 104.11: Determination of
the Physico-Chemical Property "Flash Point™
Final Report, Project Number: D34881.
Unpublished study prepared by Harlan
Laboratories, Ltd. 28p.

Habeck, C. (2011) 104.11: Determination of
the Physico-Chemical Property "pH": Final

Report. Project Number: D34868. Unpublished

study prepared by Harlan Laboratories, Lid.
27p.

Habeck, C. (2011) 104.11: Determination of
the Physico-Chemical Property “Viscosity™
Final Report. Project Number: D348486,
Unpublished study prepared by Harlan
Laboratories, Ltd. 28p.

Habeck, C. (2011} 104.11: Determination of
the Physico-Chemical Property “"Relative
Density": Final Report. Project Number:
D34857. Unpublished study prepared by
Harlan Laboratories, Ltd. 30p.

Zepperitz, C. (201 1) (Effipro Plus Topical

Solution for Dogs}: Quantification of the Active

Ingredients Fipronil and Pyriproxyfen in Five
Batches by Validated Methods: Final Report.
Froject Number: D34802, Unpublished study
prepared by Harlan Laboratories Lid. 56p.

** * Studies Sent for Review * **

830.1550/Product identity and
composition

830,1800/Description of
materials used to produce the
product

830.1620/Description of
production process

830.1650/Description of
formulation process

830.1670/Discussion of
formation of impurities

830.1750/Certified imits

830.6302/Color

830.6303/Physical state

830.6304/0dor

830.6314/0xidizing or reducing
action

830.6315/Flammability
830.7000/pH
830.7100/Miscosity
830.7300/Density/relative
density

830.1700/Preliminary analysis

Decisions#: {458013}
o

Pass .' 0-Jan-2012)
Pass (10-Jan-2012)
Pass {10-Jan-2012)
Pass {10-Jan-2012)
Pass {10-Jan-2012)
Pass (10-Jan-2012)

Pass {10-Jan-2012)

Pass {10-Jan-2012)

Pass (10-Jan-2012)

Pass (10-Jan-2012)
Pass (10-Jan-2012)
Pass (10-Jan-2012)
Pass {(10-Jan-2012)
Pass (10-Jan-2012)

Pass {10-Jan-2012)
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Chemical: PYRIPROXYFEN

PC Code: 129032

MRID Na. Citation in OSRI

Selected Endocrine Related Findings

42178310 | Study Type: Carcinogenicity
43413202
43210501 | Classification: Minimum
43413201
Year: 1991

Species: Mice
Strin: Crl:CD-1 (ICR)BR
Sex: Male and Female

Age at Initiation: 29 days

Dose levels tested: 0, 22, 90 and 410 mg/day in the diet for 78 weeks.

Organ weights: No treatment-related changes were seen in absolute or relative weights of the
testes, ovatries, and adrenal glands.

Histopathology: No treatment-related histopathological lesions were seen in the testes, ovaries,
uterus, mammary, thyroid, adrenal or pituitary glands.

42178309 | Study Type: Chronic Toxicity/
Classification: Guideline
Year: 1991

Species: Dog

Strain: Beagle

Sex: Male and Female

Age at Initiation: 23-27 weeks

Dose levels tested: 0, 30, 1060, 300 and 1000 mg/kg/day the diet for 54 weeks.

Organ weights: No treatment-related changes were seen in absolute or relative weights of the
testes, prostate, ovaries, uterus, thyroid, adrenal and pituitary glands.

Histopathology: No treatment-related histopathological lesions were seen in the testes,
epididymides, prostate, ovaries, uterus, vagina, mammary, thyroid, adrenal or pituitary glands.
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UNITED S ATES ENVIRCNMENTAL PROTECTION AGENCY
WASHINGTON D C 20460

011565

O bl JF

FHEwE b T wlle B S Talild o &%

TOxn] sudstat L

NEHORANDUM{

Subjact: EPA ID ¢ 067505-G: Ecro Flea & Tiuk Insacticide With IGR
for Adult Dogs and Puppies Older than 8 Weeks - Review of Domestic
Anima)l Safaty Study (MRID # 431396408)

P.C, Nos,.t 109701 & “29032
Tox. Chem. hos.: 6€52BB
Submission No.t 54751%%
D.P2. Barcode No.t D208877

Guruva B. Reddy, D.V.M., Ph.D. é )fé.tu_?%'f
Saction 4 — {,{IH5

. o ’
Toxicology Branch I
Health Effects Division {7509C)

Marion Johnson/Jaoseph Tavano
Projact Manager 10

Registration Divxsxonjtk
John Doherty, Ph.D
Acting Section wqad

Ssction 4, Toxicalog Branch r .
Health Effacts Division (75090}

I. CONCLUSXIONS:

The domestic animal eatuty atudy is inadequate and Unacceptable and
doees hot asatisfy the regquirements, of a Series § 8&4-1 domestic
aniimal safety study in adult dogs and puppies older than & weeks,
becauvse of violation of randomization procedures end inadeguate
nusber of animale; and lack of pertinent {nformation such as
bodyweight gain, food consumption etc., needed for evaluation of
aafety of the formulation ware not collected or reperted.

c¢: Doherty

BEST COPY AVAILABLE




HED Records Center Sefies 361 SCie™ @ ReVIews - e 109701 0013000 0606er. R0U36669 - Page 2 of 10 |

01156y

11. ACTION REQUEBTED:

ECTQ Development Corporation, Excelsior Springs, MO., has submitted
a domesti~ animal safaety study in adult dogs and pupples older than
8 weeks, in support of registration of ECTO Flea & Tick Insecticide
with IGR for the control of fleas, ticks and mcagguitoes,

III. TOXICOLOGY BRANCE COMMENTS: The following study deficiencies
were noted:

1. The stuay did not desonstrate a 3 = 5 fold safety factor
between label usage rate and dermal reactions.

The animals selected for the study did not appear to be from
a healthy stock. This is evidenceda from the e ythematous
reacticns in adults prior to application and presence of parvo
virus, cocc.dial, bacterial and helminthic infections. in
puppiee, which compromised study. Any or all treatments Or
prophylactic meagsures should be done during the
acclimatization period.

Number of animals used in the study ir inadequate. A minimum
of 5/sex/age group, at 5 time the reconmended dose level for
twice the duration of intended use should be employed.

pata is lacking on bodyweight gains, food consumption, etc..
In the absence of which, safety of the treatmaents cannot bhs
validated.

Dermal reactions in the vehicle treated were as savere as in
the treated group. It appears the dermal reactions in this
study were due to vehicle used in the formuiation. Therefore,

ths registrant should consider changing vehicle for safer
inactive ingredients.

BEST COPY AVAILABLE




Torm Approved O No, 20700060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W, Y

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coilection of inforniation is cstimated to average 0.25 houts per response [or registration activities and 8.25 hours per response
for reregistration and special review activities, including time for reading the instruction and conipleling the necessary forms. Send comments regarding the burden eslimate or ény other aspect of this

collection of information, including suggestions for reducing the hurdea to Direclor: OPPE information Management Division {2137) 1.5, Environmental Prolectinn Agency, 401 M Sirest, 8.W., . 7}

Washington, DC 20400, Do not send the form to lhis address.

DATA MATRIX o
Date: August 23, 201 i [EPA Reg No./Filc Symbol 87825-R Page Lof 6
Applicant’s/Regislrant’s Name & Address Produet: Fipronii Technical
Virbac SA '
iers avenuc 2005 M - LID
F-065t6 Carros, France
ingredient: Fipronil
Guideline Reference Number | Guideline Study Name | MRID Number Submitter Stams | Note
Product Cliemistry Test Guidelines
830.1550 Product Identity and Composition 48095240, 48449201 Virbae, OWN
830.1600 Description of Materials Used 48095240 Virbac OWN
830.1620 Description of Production Process 48095239 Virbae OWN
830.1650 Description of Formndation Process 480195239 Virbac OWN
830.1670 Description of Forneation of Impurities 48095240, 48449201 Virbac OWN
830.1700 Preltminary Analysis 48095241 Vitbac OWN
830.1750 Certified Limits 48095240, 48449201 Virbac OWN
830.1800 Analytical Method 48095242 Virbac OWN
830.1900 Sulrmittal of samples Virbag N/A
830.6302 Color 48095240, 48095243 Virbac OWN
830.6303 Phystcal State 48095240, 48095243 Virbac QWN
830.6304 Odor 48095243 Virbac OWN
830.6313 Accelerated Storage Stability-Mctal Ions 48095243 Virbac OWN
830.6314 Oxidatton/redugtion 48095239 Virbac OWN
830.6315 Flaminability 48085239 Virtbac - OWN
830.6316 Expledability 48095239 Vitbac NR
830.6317 1 Yr. Storage Stability Vitbac OWN | Seenote
pugc 2
Signalre Name and Titie Dale
T Jean-Pascal Marc August 23,
f P Cornor g 2011
. orporate Product Innovation Director

EPA Form 8370-35 (9-97) Eiccttonic and Paper Vemions Avajlabic. Submit ouly Paper version, Agency nternal Use Copy
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Form Approved OME No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

ﬁ?ﬁ%&

401 M Street, S.W.
WASHINGTON, D.C, 20460

Paperwork Reduction Act Notice: The public reporting burden for (his collcetion of information is cslimaied to average .25 hours per response for registiation activities and 0.25 hours per response
for rercgistration and special revicw activities, including time for reading the insinuction and completing the necessary forms, Send comments reparding the burden estimate or any other aspect of this ©
colleetion of information, including suggestions for reducing (he burden to Direetor: OPPE fiformation Management Division {2137) U.S. Enviroimental Prolection Agency, 401 M Street, S.W., -

Washington, DC 20460, Do not send the foriu to this address.

DATA MATRIX o
Datc August 23, 201 | EPA Reg No./File Symbol §7825-R Page? GIG 3
Applicant’s/Registrant’s Naine & Address Produet: Fipronil Teclitical T
Virbac SA
Tere avenue 2063 M - LID
F-06516 Carros, France §
Ingredieid: Fipronil .
Guideline Reforence Number Guideline Study Namc MRID Number Submitter Stams | Note
830.6318 Yiscosily Virbac N/A
830.6319 Miscibility Virbac NIA Solid
830.6320 Corrosion characteristics Virbac OWN | Secnole
page 2
830.6321 Diclectric breakdown voltage Virbac N/A Waived
830.7000 pH 48095247 Virbac OWN
830.7200 Melting Point 48095249 Virbac OWN
830.7300 Density bulk density or spectfic gravity 48095250 Virbac OWN
830.7320 Particle Stze Virbac N/A
830.7050 UV/Visible Spectrum 48095248 Virbac OWN
830.7370 Dissoclation conslant 48095251 Vitbac OWN
830.7520:,830.7550; 830.7560 Octanolfwater partttion coefficient 48095244 Virhac OWN
830.7570
830.7840;830.7860 Solubilily 48095243 Virbac OWN
830.7950 ‘Vapor pressure 48095246 Virbac OWN
Signatiire Name and Title Datc
W Jean-Pascal Marc August 23,
v Corporate Product Innovation Director 201

EP# Form 8570-35 {0-97) Elecironic and Paper Versions Available. Submit only Paper version.

Agency Iriental Use Copry

Note; 830.6317 and 830.6320: Per Agency ﬁolicy, storage stabtlity and corrosion characteristics data are not required to be submitted unless specifically requested by the Agency, Vitbac
has intttaled these studies and will submit the final reports if requircd when the studies are compleled.
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¥arm Approved OM L Nu. 2070-0050

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W. SR
WASHINGTON, D.C. 20460 |

Paperwork Reduetion Act Notice: The public reporting burden for this collection of information is eslimated (o average 0.25 hours per responsc for registration activities and 0.25 hours per response
for reregisiration aud special review activities, ineluding (ime for reading the instruction and compleling the necessary forms. Send comments regarding the burden estimale or any other aspect of this ™
collection of information, including suggestions for reducing the burden (o Diregtor: OPPE Information Managewsent Division {2137) {18, Euvironmenlal Protection Agency, 401 M Street, S.W., -
Waslsington, DC 20460. Do not send the form 10 ihis address. -

DATA MATRIX L
Date: August 23, 2011 EPA Reg No./File Symbol 87825-R Page 3 0°C
Applicant’s/Registrani’s Name & Address Product. Fipronil Teclmical :
Virbac SA
iere avenue 2065 M - LID
F-06516 Carros, France ~
ingredient: Fipronil .
(nideliize Refercnce Nuinber i Guideline Study Name MRID Numbcr Submitier Status Nole
40 CIFR 158.340 Toxicology Data Requirements 1
870.1100 Acute oral toxicity 42918628; 43235401 BASF OLD
43279706
870.1200 Acute dermal toxicity 42918629 BASF OLD
870.1200 Acute dermal toxicity 43235402 BASF OLD
870.1300 Acute inhalation toxicity 42918631 BASF QLD
870.2400 Primary eye irritation 42918632 BASF OLD
870.2500 Primary dermal ieritation 42918630 BASF OLD
870.2600 Dermal sensitization 42918634 BASF QLD
870.6100 Acute delayed neurotoxicity 42018635 BASF OLD
870.6100 Acute delayed neurotoxicity 43559501 BASF QLD
870.3100 90-day oral toxicity — rodent 42918643 BASF OLD
870.3150 90-day oral toxicity - nonrodent 42918642 BASF OLD
870.3200 21-day derinal toxicity 42918644 BASF OLD |
870.3250 90-day dermal toxicity DATA GAP BASF GAP *See below
870.6100 90-day seurotoxicity — mammal 43201703 BASF OLD N
81-8 Neurotoxicity to Rats by Acute Oral 44431801 BASF PAY
Administration
Signalure Manse and Title Dale
e Jean-Pascul Marc Angusl 23,
R Corporate Product Innovation Director 2011
EPA Fonn 8370-35 (9-27) Electtonic and Paper Versions Available. Subma anly Paper version. Apeney talernal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W. :
WASHINGTON, D.C. 20460 :
Paperwork Reduclion Act Notice: The publie reporting burden for this collcetion of information is estimaled to average .25 hours per response for registralion activilics and 0.25 hours per rcspu;ls.c- -
for reregistralion and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden estimale or any other aspect of te- -
colleclion of information, including suggestions for reducing the burden lo Director: OPPE (nformation Management Division (2137) U.S, Enviroumental Protection Agency, 4¢1 M Street, 8, W,
Washinglon, DC 20460. Do not send the form 1o this address. o
DATA MATRIX o
Date August 23, 201 | EPA Reg No./File Symbol 87825-R Paged "6
Applicant’s/Registrant’s Name & Address Product: Fiprouil Technical :
Virbac BA
lere avenue 2065 M - LID
1i-065 16 Carros, France
Ingredicnt; Fipronil
Guideline Reference Number | Guideline Study Name MEID Numbcer Submtter Status  § Note
40 CFR 158.340 Toxicology Data Requirements {Continued)
84-2 Struciural chromosomal aberralion 42918680 BASF QLD
84-2 Structural chromosomal aberralion 42918653 BASF OLD
84-2 Othier genoloxic effects 42918651:42918653 BASF OLD
43501703
85-1/870.7485 General melgbolism 42918655 BASF QLD
85-1/870.7485 (eneral metabolism 43253701 BASF PAY
85-1/870.7485 General melabolism 43737308 B ASF OLD
85-1/870.7485 General metabolism 42918654 BASF QLD
85-1/870.7485 General melabolism 42977904 BASF QLD
85-1/870.7485 General merabolism 43253701 BASF QLD
85-2/870.7600 Dermal penelralion 43737308 BASF PAY
85-7/870.7600 Immunoloxicity DATA GAP GAP *Bee belowy
40 CFR 158,490 Wildlife and Agualic Organisms Dara Requirements QLD
71-1/850.2100 Avian oral LD 50 — mallard or bobwhile 42918617 BASF QLD
42018616
72-1/850.1075 Freshwater fish 1.C 50 ~ rainbow or 42918624:42918673; BASF QLD
bluegilt 42918674;42977902 QLD
43279703;43291718 QLD
Signature Name and Title Date
) - Jean-Pascal Marc August 23,
i Corporale Product Innovation Direclor 2001

EPA Form 8570-35 {9-97) Electrowtic and Paper Versions Available, Submit only Paper version.

Apency lolernal Use Copy

ST
Forat Approved OKA No. 207160 ‘

iv

|
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TForm Apjroved ONE No. 2070-0068

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o .

WASHINGTON, D.C. 20460 I

ne 401 M Street, S.W. Sl

for reregisiration and special review activities, including time for reading the imstruetion and completing ile necessary forms. Send comments regarding the burden estimaie or any other aspect of this ~

Washington, DC 20460. Do not send the form to this address.

Paperwork Reduction Act Notice: The publie reponing burden for this eollection of infonnation is estimated to average 0.25 hours per responsc for registration aclivities and 0.25 hours per response

collection of information, ineluding suggestions for reducing the burden to Director: OPPE Information Managerient Division (2137) U.S. Enviroamental Prolection Agency, 401 M Street, 8 W~ -{

DATA MATRIX o]
Date: August 23, 2011 EPA Reg. No./File Symibol 87825-R Page 507
Virbac SA Product: Fipronil Teehnical ;
lere avenue 2065 M - LID
F-06516 Carros, France )
lugredienl: Fipronil i
Guideline Reference Number Guideline Study Name MRID Number Submitter Status | Nete © " "~
§3-1/8704100 Chronic feeding — roden! 42918648 BASF OLD
83-1/870.4100 Chronic feeding ~ nonrodent 42918645 BASF OLD
83-1/870.4100 Chronic feeding — nonroden! 43402802 BASF PAY
83-2/870.4200 Oncogenicity — mouse 42918649 BASF OLD
83-2/870.4200 Oncogenicity — tnouse 43501702 BASF PAY
83-2/870.4200 Oncogenicity - rat 42918648 BASF OLD
83-3/870.3700 Teratogenicity - rabbit 42918646 BASF OLD
83-3/870.3700 Teratogenicity — rat 42977903 BASF OLD
83-1/870.3700 Teratogenicity - rat 44275001 BASF PAY
83-6/870.6300 Developmental neurotoxisity 44039002 BASF PAY
83-4/870.3800 Reproduction 42918647 BASF QLD
84-2/870.5100 Gene mutalion 42918652 BASF OLD
84-2/870.5100 Gene mutation 42918679 BASF 0LD
84-2/870.5100 (ene mutation 43291716 BASF OoLD
84-2/870.5100 Gene mutation 43201717 BASF OLD
84-2/870.5100 Gene mutation 43291721 BASF OLD
84-2/870.5100 Gene mutation 43201722 BASF QLD
84-2/870.5100 (Jene mulation 43401102 BASF QLD
Signature Name and Title Date
Jean-Pascal Mare August 23,
Corporate Product Inpovation Director 201

"EFA Form 8570-33 (9-07) Ekecironic and Paper Versions Available, Submil only Paper version,

Agency Inlerpal Use Copy
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Form Approveit OME No., 2078-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
7

iz 401 M Street, S.W.
WASHINGTON, D.C. 20460

Papcrwork Reduction Act Netice: The public reporting burden for 1his collection of information is estimated 1o average 0.25 tours per response for registration activities aud 0.25 hours peresnapsa
for reregistration and spccial reviely activitics, including time for reading the instrzetion and completiug the necessary forms. Send comments regarding the burden estimate or any otlier aspect of this
collection of information, ineluding suggestious for reducing the burden to Director: OFPE Information Management Division 2 137) U.S, Environmental Protection Agency, 401 M Street, S“\'}'

Washiugtou, DC 20460, Do not send the lorm to this address. v
DATA MATRIX )
Date: August 23, 2011 EPA Reg. No/File Symbol 87825-R Faug. 6016
Applicant’s/Registrant’s Name & Address Product: Fipronil Technical '
Vithae SA
lere avenue 2065 M - LID
F-06516 Cares, France -
Ingredient: Fipronil - -
(iuideline Refercnce Number Guideline Study Name MRID Number Submitter Statys Hote™ "
72-2/850.1010 Acute LC 30 freshwater invertebrates 42918625 BASF QLD -
{Daplwia magna) i
Acute LC 50 freshwater invertebrates 42918669 BASF OLD
(Daphnia magna) .
Acute LC 50 freshwater invertcbrates 420918671 BASF OLD
(Daphnia magnay}
Acute LC 50 freshwatcr invertebrates 43291719 BASF QLD
| (Papiiniaq magna)
835.2110 Hydrolysis 42977905 BASF OLD
40 CFR 158.390 Reentry
Protection Dnta Requirements
133-3 Dermal exposure - Fipronil 44433302 Merial PAY
133.4 Inhalation exposure ~ Figronil 44433307 Merial PAY
132-| Dislodgeable residue disstpation « Fipronil 44531203 Merial PAY
NIA Dermal and inhalation exposure of 44433303 Merial PAY
commercial pet groomers (Spot) - Fipronil
N/A Analytical method for exposure studies - 44433308 Merial PAY
Fipronil
Signature Name and Title August 23,
Jean-Pascal Marc 2011
Corporate Product Innovation Director
EPA Foam 857033 t3-97) Eleetronic ond Papc: Versions Available. Submit anly Paper vession, : Agency Wnicriial Use Copy

# I'ursuant to 40 CFR 152.96 (c), Virbac hereby certifics that Virtrac s no basis to believe that this vequircment is not a data gap and, further, that Virbac has scut by certified mail to atl companies
ou the current EPA Data Submitters List for fipronil a letter reguesting that the company identify, within 60 days of receipt, any vatid study that would fulfill this data requirement. Once this 60-day
period expires, Virbac witt update the Ageney as to the information, if any, Virbac reccives in response to this “data gap™ Ictter.
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48696900

December 20, 2011

Richard Gebken, PM 10

Office of Pesticide Programs (7504F)
U.S. Environmental Protection Agency
Document Processing Desk (REGFEE)
Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: EFFIPRO® PLUS Topical Solution for Dogs (EPA File Symbol 2382-TBA);
New Product Application.

Dear Mr. Gebken,

Virbac Animal Health (Virbac AH, Inc. P. O. Box 162059, Ft. Worth, TX 76137,
(Company Number 2382)) is hereby submitting an application to register the spot-on pesticide
product EFFIPRO® PLUS Topical Solution for Dogs.

This product contains the active ingredients fipronil and pyriproxifen and is intended to
control fleas, ticks, mosquitoes, and other pests on dogs only.

Pyriproxyfen itself is registered alone and in combination with other active ingredients in
numerous end use products for spot-on insect growth regulator use on dogs.

As indicated on Form 8570-34, Virbac is using the selective method to address applicable
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93,
Offer to Pay letters are being sent to the submitters of data cited in Virbac’s application that were
originally submitted within the past 15 years.

Below is a list of the components included with this application:

Cover Letter;

Transmittal Document;

Application for Pesticide Form 8570-1;
Confidential Statement of Formula-2 Copies;
Data Matrix Form 8570-4; (EUP and TGAI);
Certification of Data Citation Form 8570-34;
Proposed Label - S copies;

3 copies of bound PR 86-5 compliant study reports supporting registration;
Waiver Request for Acute Inhalation Study (attached to Cover Letter);

10.  Letter of Self-certification of Child-Resistant Packaging;

11.  Formulator’s Exemption Form 8570-27; and

12.  Copy of PRIA Check for category R-310 ($4807).

B S S

WO R W

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 o (800) 338-3659 « 1 05
Fax (817) 831-8327



Child-Resistant Packaging

EFFIPRO® PLUS Topical Solution for Dogs and will be marketed in single dose unit
applicators in packages of 1, 3, 6, and 36. These single dose applicators for the 0.67 ml, 1.34 nl,
2.68 ml, and 4.02 ml dose sizes have been previously tested, and CRP certification has been
accepted by EPA. All relevant test data supporting self-certification have been reviewed are and
cited in the attached Data Matrix. A self-certification letter is also attached.

PRIA Considerations

After reviewing the Agency’s PRIA category interpretations, we believe that the R-310
PRIA category and a 6 month review period is appropriate for this preduct. Consequently,
please find a copy of one previously submitted check in the amount of $4807 to cover the PRIA

fee.

Should you have any questions about this application package, please do not hesitate to
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com.

Sincerely,

A AL

Craig Parks, MS, DVM
Vice President, Research & Development
Virbac Animal Heaith, Inc.

Attachments

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  {817) 831-5030 e (800) 338-3659 ¢
Fax (817) 831-8327
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Virbac Effipre PLUS DOG
12/20/2011

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Virbac, Inc. (EPA Company Number 2382)
P.0O. Box 162059
Fort Worth, TX 70161

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is an application to re(%ister an end use pro namely EFFIPRO® PLUS Topical
Solution for Dogs. Effipro® EFFIPRO” PLUS Topical Solution for Dogs contains the active
ingredients Fipronil and Pyriproxyfen.

SUBMITTAL DATE:

December 20, 2011

VYolume Study Title MRID No.

1 Administrative Materials
Efﬁpm@ Plus Topical Solution for Dogs

Group A Product Chemistry

2 OPPTS 830.1550, 830.1750, 830.1600, 830.1620, 830.1650, 48696907
830.1670
EFFIPRO® PLUS Topical Solution for Dogs

Group B Product Chemistry

3 OPPTS 830.6302, 830.6303, 830.6304
Determination of the Physico-Chemical Property 48696802
"Appearance (Color, Physical State and Odor)"

4 OPPTS 830.6314

Determination of Oxidation / Reduction (Chemical 48696903
Incompatibility)

5 OPPTS 830.6315
Determination of the Physico-Chemical Property "Flash 48696804
Point"

6 OPPTS 830.7000 48696905

Detennination of the Physico-Chemical Property “pH"

7 OPPTS 830.7100
Determination of Physico-Chemical Property “Viscosity" 45696906

8 OPPTS 830.7300
Determination of the Physico-Chemical Property 48686907
"Relative Density"
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Volume Study Title MRID No.
9 OPPTS 830.17690, 830,1800
Quantification of the Active Ingredients Fipronil and Pyriproxyfen 48696908
in Five Batches by Validated Methods
10 OPPTS 830.1800
Enforcement Analytical Metliod — Quantification of the Active 48696909
Ingredients Fiproni} and Pyriproxyfen
Acute Toxicity
11 OPPTS 870. 1100
0
Acute Oral Toxicity Study in Rats — Up-and-Down-Procedure 4869691
12 OPPTS 870.1200 .
Acute Dermal Toxicity Study in Rats 48656911
13 OPPTS 870.2409 .
Acute Eye Irritation Study in Rabbits 48696912
14 OPPTS 870.2500 486
Acute Dermal Irritation Study in Rabbits 8636913
15 | OPPTS 870.2600
Contact Hypersensitivity in Albinc Guinea Pigs, Buehler Test 48696914
Product Performance
16 OPPTS 810.3300
Summary of Efficacy Data for EFFIPRO® PLUS Topical Solution 48696815
for Dogs
Product Safety
17 OPPTS 870.7209
Summary of Companion Animal Safety Data for EFFIPRO® 48696916

PLUS Topical Solution for Dogs
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¥urmy Approved OMD No. 2000060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

©

&

)

2
2

Paperwork Reduetion Aet Natice: The public reporting burden for this coliection of infonmation is estimated to sverage 0.25 honm per response for registration activities and .25 hours per response
for reregistration and special review aetivitics, including ¥me for reading the instruction and conmpicting the nceessary forms. Send coinments regarding the burden estimate or any other aspeet of this
collection of information, including suggestions for reducing the burden to Birector: OPPE information Management Division (2t37) U.S. Environmental Protection Agency, 401 M Sheel, S W.,
Washington, BC 20460, Do oot send the form to this address.

DATA MATRIX

Dale; Degernber 20, 2011 EPA Reg. No/File Symbol 2382-TBA Page | of'9

Applicant’s/Repistrant’s Name & Address Product:

Virbac All, lnc.

PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS

Fort Worth TX 7610t

ingredient: Fipronil, Pyriproxyfen

Guideline Reference Wumber I Guideline Study Name | MRID Nnmber Submitter Status Nole

Product Cliemistry Test Guidelines

830.1550 Product Identity and Composition New Submission Virhac ALl Inc. OWN

830.1600 Description of Materials Used New Submigsion Virbac AH, Inc. OWN

§30.1620 Description of Production Process New Submission Virbac AH, Inc, OWN

830.1650 Description of Formulation Process New Submission Virbac AH, Inc. OWN

830.1670 Description of Formation of lmpurities New Submission Vithac AH, Inc. OWN

830.1700 5-Batch Antalysis MNew Subinission Virbac AH, Inc. OWN

830.1750 Certified Limits New Subimission Virbac AH, Inc. OWN

830, 1800 Analytical Method New Subinission Yirbac AH, Inc. OWN

830.6302 Color New Submission Virbac AH, he, OWN

830.6303 Physical Statc New Subinission Virbzae AH, Inc. OWN

830.6304 Odor New Submission Virbac AH, Inc. OWN

830.6313 Metal Stability Virbac AH, Inc. NR

830.6314 Oxidation/reduction MNew Subitission Virbac AH, Ine. OWN

830.6315 Flammability Mew Submission Virbac AH, Tuc. OWN

830.6316 Explodability Virbac AH, Inc. NR

830.6317 Storage stability To be conducted Virbac AH, Inc. OWN

Simtature Name and Title Date

Craig Parks Decentber

/ . Vice President, Research & Development _ 20, 2611
fu el |

ERA Form 85%0-35 (997} eaon® sad Pagor Versions Avialable. Subutil only Paper versiop.

Ageory Enerna! Use Copy
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Form Approved OMD Ne, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is cstimated to average 0.25 hours per responsc for registration aetivities aud 0.25 hours per responsc
for reregistration and special review activitics, inchiding time for reading the instruction and completing the 1tecessary forms. Scnd comnments regarding the burden cslimate or any other aspect of this

collcetion of infonnation, incittding suggestions for reducing the burden to Dircetor: OPPE information Managenwnt Division (2137) U5, Enviroumsental Prowction Ageney, 401 M Street, S.W.,
Washington, DC 20460. Do not send the fonn to ihis address,

DATA MATRIX
Date December 20, 2041 EPA Reg. No./File Syinbol 2382-TBA Page 2 of §
Applicant’s/Registrant’s Name & Address Product:
Virbac All, Inc
PO Box 162059 EFGIPRO¥ PLUS TOPICAL SOLUTION FOR DOGS
Fon Worth TX 76161
ingredicnt; Fipronil, 'yriproxylen
Guidelinc Relerenice Number Guideline Swdy Name MRID Nunber Submitter Status Note
830.7100 Viscosity New Subrmission Virbite AH, Inc. OWN
830.6319 Miscibifity Virbac AH, Inc. NR
830.6320 Corrosion characteristics To be couducted Virbac AH, Inc. OWN
830.6321 Diclectric breakdown voltage Virbac AH, Inc. NR
$30.7000 pH New Submisston Virbac AH, Inc. OWN
830,7300 Density, bulk density, or specific gravity New Sttbmission Virbac AH, Inc, OWN
830.7320 Particle Size distribution Virbac AH, Inc. NR
40 CFR 158.340 Toxicology Data Requirements
870.1100 Acute oral toxicity New Submission Virbac AH, Inc. OWN
870.1200 Acutc dermal toxicity MNew Submission Virbac AH, Inc, OWN
870.1300 Acnle inhialation toxicity Waiver requested Virbac AH, Inc.
870.2400 Primary eye irritation New Subtnission Virbac Al, Inc. OWN
870.2500 Primary detmal irritation New Submission Virbac AH, Inc. OWN
870.2600 Dermal sensitization New Subinission Virbac AH, Inc. OWN
Signature Name aud Title Date
Craig Parks December
/ . Vice President, Research & Development 20, 2011
oy $l.
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Forme Approved ONDB No. 2070-406¢

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

A 401 M Street, S.W,
WASHINGTON, D.C. 20460

I'aperwork Reduction Act Netice: The public veporting burden for this collection of information is estinnated to average 0.25 hours per response for regisiration activitics and 0.25 howrs per vesponse
for reregisiration and special review activities, including fime for reading the instruction and completing the necessary fonns. Send comments regarding the burden estitate or any othicr aspect of this

collection ol information, including suggestions for reducing thie burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, 5.W,,
Washingtoo, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: Docember 20, 2011 EPA Rep. NoJFile Syinbol 2382-TBA Pagc 3 of
Applicant’s/Registrant’s Nanie & Address Product:
Virbac Al Inc
PO Box 162059 EFFIPRO® FLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76141
Ingredienl: Fipronil, Pyriproxylen
Guideline Reference Nitinber Guideline Study Nanc MRID Nuinber Subminer Status | Note
Efficacy and Safety Data
870.7200 Dog safcty 43444905 Merial OLD
8707200 Dog safety 43577711 Merial OLD
870.7200 Dog safety 43863802 Merial oLD
870,7200 Dog safety 43121110 Merial OLD
870.7200 Dog salety 43121111 Merial QLD
870.7200 Pog safety 45620507 Merial PAY
870,7200 Dog safety 43396408 Ecto Developiment Corporation oLD
870.7200 Dog safety 43612001 Ecto Development Corporation OLD
870.7200 Dog safcty 44800802 Virhac AH, Toe, OWN
870.7200 Dog safety 44900903 Virbue AH, Tne. OWN
8707200 Dog safcty 42178309 Sumitomo Chemical Cowpany, Lid, OLD
870.7200 Dog, safety New submission Vitbac AH, Inc. OWN
§10.3300 Efficacy 43121114 Merial oLD
§10.3300 Efficacy 43121115 Merial OoLD
810.3300 Efficacy 43121116 Merial OLD
810.3300 Efficacy 43121117 Merinl OLD
810.3300 Efficacy 43121118 Merial OLD
81{3.3300 Efficacy 43121118 Merial OLD
§104.3300 Efficacy 43121320 Merial OLD
Signature Name and Title » Date
/ . g . Craig Parks 1 Dovember
vl Vice President, Research & Developiment 120,200
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Fom Approved OM B Ko, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

S 401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperswvork Reduction Aet Notice: The public reporting burden for this coilection ol information is estimated to average 0.25 hours per response Yor registration aetivities and 0.25 hours per response
Tor rercgistration and special review activities, ineluding time for reading (he insimetion and completing the necessary forms, Send comments regarding 1he burden estimale or any other aspeet of this
collection of information, inchuding suggestions for reducing the burden (o Director: OPPE Information Management Division (2137) LS. Environmenta! Prowection Agency, 401 M Streel, S.W.,
Washinglon, DC 20460, Do not send the form to this address.

DATA MATRIX :
Date: Deceamber 20, 2011 EPA Reg. No/lile Symbol 2382-TBA Page 4 of 9
Applicant’s/Registram’s Name & Address Product:
Vithac A, Inc
PG Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Foult Worth TX 76141 .
lngredicnt: Fipronil, Pyriproxyien .
Guideline Reference Number Guideline Stugy Name MRID Number Submilter Slatus Nole
Efficacy and Safety Data
$10.3300 Efficacy 43121121 Merial OLD
10,3300 Efficacy 43121122 Merial OLD
$10.3300 Efficacy 43444901 Merial GlLD
§10.3300 Efficacy 43577701 Merial QLD
810.3300 Efficacy 43577712 Merial OLD
§10.3300 Efficacy 43577713 Merial QLD
810.3300 Efficacy - | 43951701 Merial OlLD
810.3300 Efftcacy 44088901 Merial QLD
810.3300 Efftcacy 46006002 Welhmnark [ntemnational PUBL
810.3300 Efficacy 44900904 Virbac AH, Inc, QWN
810.3300 Efficacy 45020601 Virbac All, Inc. OWN
81,3300 Efficacy Pending:; submitted wilh OWN
Effipro Phis Cat
Application
810.3300 Efficacy New submission OWN
Signature Nawe and Title Date
Craig Parks Deeember
/mﬁ? L Viccgl’rcsidenl, Research & Developuent 20,2011
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Form Approved OMB Ra. 2070-0060

[

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

e 401 M Street, S.W.
WASHINGTON, D.C. 20460

Papierwork Reduction Aet Notice: The piblic reporting burden for this cellection of information is eslimated to average .25 hours per response for repistration activities and 0.25 hours per response
for rercgistration and special review activities, ineluding time for reading the fnstruction and completing 1he necessary forms. Send comments regarding the burdey estimate or any other aspect of this

collection of informalion, including suppestions for reducing the burden to Dircetor; OPPE Information Management Division (2137) U.S. Environmental Protection Ageucy, 401 M Street, S.W,,
Washington, DC 20460, Do not send the form to this address.

DATA MATRIX
Date December 20, 2011 LEPA Rep. No/File Syinbol 2382-TBA Pape 5 0f 9
Applieant’s/Regisirant™s Name & Address Product;
Vithac All, Inc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Lort Worth TX 76161
Inpredient; Fipronil, Pyriproxyfen
Guideline Reference Nuniber Guideline Study Nane MRID Number Subinitter Status | Nowe
8103300 Efficacy 44942011 Merial PAY
810.3300 Efficacy 44942106 Merial PAY
814.3300 Efficacy 45612701 Merial PAY
810.3300 Efficacy 456185(! Merial PAY
810.3300 Efficacy 4562050! Merial PAY
810.3300 Efficacy 45620502 Merial PAY
810.3300 Efficacy 45620503 Merial PAY
810.3300 Efficacy 45620504 Merial PAY
810.3300 Efficacy 45620505 Merial PAY
810.3300 Efficacy 45620300 Merial PAY
810.3300 Efficacy 45628101 Meria! PAY
810.3300 Efficacy 45628102 Meria! PAY
§10.3300 Efficacy 45628103 Meria! PAY
810.3300 Efficacy 45628104 Merial PAY
§10.3300 Efficacy 45628103 Merial PAY
810.3300 Efficacy 45628201 Merial PAY
8133300 Efficacy 45866901 Merial PAY
81(.3300 Efficacy 45866902 Merial PAY
810.3300 Efficacy 46019201 Merial PAY
810.3300 Efficacy 46019202 Merial PAY
Signature Name and Title Date
Craig Parks Deeember
/ . Vice President, Research & Development 20, 2041
oy 5.
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Foapms Appreved OMD Ne. 207(-00460

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

S 401 M Street, S.W.
WASHINGTON, B.C. 20460

Paperwork Reductian Act Notice: The public reporting burden for this collection of information is estiniated 1o average 0.25 hours per respanse for registration activities and (.25 hours per response
for rercgistration and special review activitics, including tive for reading the instruction and completing the ueccssary fonns. Send comments regarding Ihe burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to Director: OPPE Informalion Management Division (2137 ULS. Enviromnental Protection Agency, 401 M Strect, S.W.,
Washington, DC 20460. Do ol send the form to this address.

DATA MATRIX
Date; Pecember 20, 2011 EPA Reg, No/File Synibol 2382-TBA Page G ol 9
Applicant’s/Registrant’s Naine & Address Produet:
Virbac Al luc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth 17X 761 61
Ingredicnt: Fipronil, Pyriproxyicn
Guideline Guideline Study Name MRID Number Submiter Stalus Note
Relerence Number ‘
Cliiid Resistant Packagig
40 CFR 157 Evaluation of the 3 mi Applicator Tube with 1.34 mi water, | 4809522} Virbac AH, Inc, OWN
applicator tube test for Child-Resistaut Effectiveness
40 CFR 157 Evaluation of tie 3 ml Applicator Tube with 1.34 mi water, 6 48095222 Virbac AH, Inc. OWN
applicators tubc test for Child-Resistant Effectiveness
40 CFR i57 Evaluation of tite 3 mil Appiteator Tube with 1.34 m] water, 36 48095223 Virbac Al, lnc. OWN
applicators tube test for Child-Resistant Effectiveiess
40 CFR 157 Evaiuation of the 3 mi Applicator Tube with 1.34 wl water, | 48095224 Yirbac AH, Inc. OWN
upplicator tube test for Scuior-Use Effectiveness
40 CFR 157 Evaiuation of the 3 wd Applicator Tube with 1.34 mi water, 6 48095225 Virbac AH, lie. OWN
applicators tube test for Senior-Use Effectiveess
40 CFR 157 Evaiuation of the 3 mi Applicator Tube witlt 1.34 ml water, 36 48095226 Virbac AH, inc. OWN
appiicators tube test for Senior-Use Effectivencss
40 CFR 157 Evaluation of the 3 m! Appiicator Tube with 2.68tni water, | 48095227 Virbac Al lne. OWN
applicator tube test for Child-Resistant Effectiveness
Siguature Name and Title Date
/ . Z z Craip Parks Deccmber
ey = Vice President, Resexrch & Developmend 20, 201
EPA Forrn £370-35 {7-97} Elecrronie and Paper Versions Available. Subweid omly Paper versipn, Ageney bneruzgl Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

&h
LR
s

Fari Appreved QM D No, 2070-H0460

Paperwork Reductien Act Notice: The public teporting burden for this collection of nformation is estimated to average 0.25 hours per response for registration activitics and .25 hours per respotise
for reregistration and special review activities, including time for reading lhe instruetion and completing the necessary fonns. Send conunents regarding the burden estimate or any other aspeet of lhis
coltection of information, including suggesiions for reducing the burden to Director: OPPE Infonnation Management Division (2137} U.S. Environmental Protcction Ageney, 401 M Sucet, S.W.,

Washiuglon, DC 20460. Do not send the form 1o this address.

DATA MATRIX

Date: December 16, 2011 EPA Reg. No/File Symibol 2382-TBA Page 7 of 9

Applicant’s/Registrant’s Name & Address Prodnet:

Virbac Al Ine

PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS

Fort Worth TX 76161 |

Ingredienl: Finrouil, Pyriproxyfen

Guideline Guideline Study Name MRID Number Submitter Status | Note

Reference Number

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 6 48095228 Virbac AH, Ine. OWN
applicators tubce lest for Child-Resistaut Effectiveness

40 CFR |57 Evaluation of the 3 m! Applicalor Tube with 2.68 ml water, 36 48095229 Virbac Al, Inc, OWN
applicators tube test for Child-Resistant Effectivencss

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 m! water, 1 48095230 Virbac AH, Inc. OWN
applicator Wbce test for Senior-Use Effectiveness

40 CFR 1537 Evaluation of the 3 mi Applicator Tube with 2.68 m! waier, 6 48093231 Virbac AH, Inc. OWN
applicators tube test for Scnior-Use Effectivencss

40 CFR 157 Evaluation of the 3 ml Applicalor Tube with 2.68 ml water, 36 48095232 Virbac AH, lnc. OWN
applicalors tube tesl for Senior-Use Effectiveness

40 CFR 157 Bvaluation of the 6 ml Applicator Tube with 4,02 ml water, | 48095233 Virbac AH, (nc. OWN
applicator niibe test for Child-Resistant Effectiveness

40 CFR |57 Evaluation of the 6 mil Applicator Tube with 4.02 m( water, 6 48093234 Virbac AH, Inc. OWN
anplicators tube test for Child-Resistant Effcctiveness

40 CFR 157 Evaluation of the 6 ml Applicator Tube with 4.02 ml waier, 36 48005235 Virbac AH, lue. OWN
applicators tube test for Child-Resistant Effectiveness

Signature Name and Title Date

Craig Parks December
/ ) éé Viee President, Research & Developmen 20, 2011
eny

ElA Form 8370-35 19-97) Eleclionie and Poper Versions Avaitable. Submit only Papey version.

Ageney Tuternal Use Copy
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Hurin Approved OMO No. 2070060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Papcrwork Reduction Act Notice: The public reporting burden for this eollection of infoimation is estimated fo average (125 bours per response for registration activities and 0,25 hours per respouse
for rercgistralion and special revicw activities, inchading tirne for reading the instruction and compleling the necessary forms. Send comunents regarding the bupden estimale or auy otiler aspeet of this

collection of information, inchiding suggesiions for reducing 1he burden (0 Dircetor: OPPE Information Management Division (2137) U.S. Enviromnental Protection Agency, 401 M Street, S.W.,
Washington, DC 20460, Do ot send the form Lo this address.

DATA MATRIX

Dae: December 20, 200 ( EPA Rep. No/File Symbol 2382-TBA Page 3 of'9

Applicant”s/Registrant’s Name & Address Product:

Virbae A, Inc

PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS

Fort Worth TX 76161

Ingredient; Fipronil, Pyriproxyfen

Guideline Guideline Staly Nac MRID Nimber Subumiteer Stalug Nowe

Reference Nunber

40 CFR 157 Evaiualion of the 1mi applicator tube with 0.67 m] water, | 48410001 Virbac AH, Ine. OWN
applicator tubg (est for Child-Resistant Effectivencss .

40 CFR 157 Evaiuation of the 1mi appiicator wbe with 0.67 ml water, 1 48410002 Virbac AH, Ine, OWN
applicalor tube test for Senior-Use Effecliveness

40 CFR 157 Evaivation of the hinl applicator tabe with 0.67 mi water, 6 48410003 Virthac AH, Inc. OWN
appiicator tube test for Clitld-Resistant Effecliveness .

40 CFR 157 Evahiation of the 1ml applicator tube with (.67 mi water, 6 48410004 Virbae AH, Inc. OWN
applicator (ubc test for Senior-Use Effectivencss

40 CFR 157 Evaluation of tite Inl applicator be with 0.67 ml walcr, 36 48410005 Virbac AH, Tuc, OWN
applicator tube (st for Child-Resisiant Effcctiveucss

40 CFR 157 Evaination of the Lin! appiicator tube with 0.67 nti waler, 36 48410006 Virbac AH, Iuc. OWN
appiicalor lube lest for Senifor-Use Effectiveness

40 CFR 157 Evaluation of the imi applicator tube with (.67 1ni water, 3 48410007 Virbac AH, Inc. OWN
applicalor lube test for Child-Resistant Effecliveness

40 CFR 157 Evalualion of the lml applicator tube with .67 ml water, 3 48410008 Virbac AH, Inc. OWN
applicalor tubce (est for Scnior-Use Effecliveness

40 CFR 157 Evaluation of the 3nil applicator tube with 1.34 1l waler, 3 48410009 Virbac AHM, Inc. OWN
applicator he test for Chiild-Resistant Effectiveness

40 CFR 157 Evaluation of the 3mi applicator tube with 1.34 m! water, 3 48410010 Virbac AH, Inc. OWN
applicator lube tesl for Senlor-Use Effectiveness

40 CFR 157 Evaiuation of the Jinl applicalor tube wilh 2.68 ml water, 3 48410011 Virbac Al Tue. OWN
applicalor (ube (est for Child-Resistant Effectiveness

Slgnahiic Nawe and fith Date

Craig Parks December
/ - Vice President, Resenrch & Developnient 20,201
oy 4
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Form Approved OMD Ne. 207(-A0460
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o
e 401 M Street, S.W.
WASHINGTON, D.C. 20460
Papernork Reduction Act Notice: The public reporting burden for (his collection of informalion is estinlated to average 0,235 hours per response for regisivalion achivitics aud 0.23 hours per response
for reregisiration and special review activilies, including ime for reading the instruction and completing the necessary forms. Seud commeius regurding the burden cstimalc or any other aspee ol this
collection of informaiion, including suggestions lor reducing the burden to Dirceior: OPPE Information Management Division (2137} U.S. Environmental Protection Agency, 401 M Sireer, S.W,,
Washinglon, DC 20460. Do not send the forin (o this address.
DATA MATRIX

Datg Deceinber 20, 2011 EPA Rep. No./File Symbol 2382-TBA Page % of 9
Applicant’s/Registrant’s Name & Address . Product:
Virbac All Inc
PO Box 162059 EFFIPRO™ PLUS TOPICAL SOLUTION FOR DOGS
fort Worth TX 76161
Ingredicnt; Fipronil, Pyriproxyfen
Guideline Guideline Siudy Name MRID Number Submitler Status MNote
Reference Number
44 CFR 137 Evaluation of the 3ml applicator lube with 2,68 ml water, 3 48410012 Virbac AH, Inc. OWN

applicator tube test for Senior-Use Effectiveress
40 CFR 157 Evaluation of the {mi applicator tube with 4.02 ml water, 3 48410013 Virbac AH, lne. OWN

applicator tube test for Child-Resistant Effectivencss
40 CFR 157 Evaluation of the Iml applicator tube with 4,02 ml water, 3 48410014 Virbac AH, Inc. OWN

applicator tube test for Senior-Use Effectiveness
40 CFR 157 Evaluation of the 3ml applicator tabe with 2,68 m! water, | 48410013 Virbae AH, Inc. OWN

applicator tibe test for Senor-Use Effectivencss
40 CFR 157 Evaluation of the 3ml applicator tube with 2,68 ml water, 36 48410016 Virbac AH, Inc. OWN

applicator tube test for Seuior-Use Effectiveness
40 CFR 157 Evaluation of thic 6m! applicator tube with 4.02 mi water, 6 48410017 Virbac AH, Inc. OWN

applicator mbe test for Senior-Use Effectiveness
Signature Nanmie and Title Drate

Craig Patks December
47‘, é £ Vice President, Reseach & Development 20, 2011
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P Approyed OMB No, 2070-00468
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o
R4 401 M Street, S.W,
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notices The public reporting burden for this collection of informalion is estimated (o average 0,25 hours per response for regisitation activities and 0.25 lours per respoilse
for reregisiration and special review activities, including time for reading the instruction aud completing the necessary forms. Send coutments regarding the burden estimate or ity other aspect of this
collection of informnation, including Stigpestions for redueing thic burden to Direetor: OPPE Information Management Division (2137) {18, Environmental Prolection Agency, 401 M Street, S.W,,
Washiuplon, DC 20460. Do not $end (he form to this address.
DATA MATRIX
Dale: August 23, 2011 EPA Reg NoJFile Symbol 87825-R Page L af g
Applicant’s/Registrant’s Name & Address Product: Fiprotil Technical
Virbac SA
lere avenue 2065 M - LID
F-06516 Caitns, France
Ingredient: Fipronil
Guidcline Reference Number | Guideline Study Name i MRID Nuwnber Submitter Stalug Nolg
Product Cliemistrry Test Guidelines
830,1550 Produet 1dentity and Composition 48095240, 48449201 Virbae, OWN
§30.1600 Bescriplion of Materials Used 48095240 Virbac OWN
830.1620 Description of Production Process 48095239 Virbac OWN
£30.1650 Description of Formulation Process 48095239 Virbac OWN
830.1670 Description of Formation of Impurities 48095240, 48449201 Virbac OWN
830.1700 Preliminary Analysis 48095241 Virbac OWN
330.1750 Certificd Limnits 48095240, 48449201 Vithac OWN
830.1800 Analytical Mcthod 48095242 Virbac OWN
$30.1900 Stbmittal of samples Virbac N/A
830.6302 Color 48095240, 48095243 Virbac OWN B
330.6303 Physical State 48095240, 48095243 Virbag OWN
830.6304 Odor 48005243 Virbac OWN
830.6313 Accelerated Storage Stability-Melal lons 48095243 Virbiac OWN
830.6314 Cxidation/reduction 48095239 Virbac OWN
830.6315 Flammnability 48095239 Virbac OWN
830.6316 Explodability 48095239 Virbac NR
830.6317 1 Yr. Storage Stability Virbac o ' OWN | Seenote
. page 2
Sigtalure Nameand Title ~. .~ . [ ... Balc
BN Jean-Pascal Mare August 23,
e Corporate Product Innovation Dircctor 2011

EPA Farm 851115 (3013 Blectiouie and Paper Versions Avadlable. Submit oidy Paper version. Agency Inieral Urg Capy
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Tarm Approved OME No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
A

£ 401 M Street, S.W.
WASHINGTON, D.C. 20460

Pagerwork Reductioo Act Nutice: The public +eporting burden forthis collection of information is estimated to average 0.25 hours per response for registration activitics and 0.25 hours per response
T'or Tercgistration and special revicw aclivities, including thme for reading the instruction and completing the necessary forms, Send eomments regarding the burden estimale or any ollier aspect of 1lis

coliection of information, ineluding suggestions for redueing the burden to Dircetor: OPPE Infonuation Management Division (2137) U.S. Environmental Proicction Agency, 401 M Street, S.W.,
Washinglon, DC 20460, Do net send the form to this address.

DATA MATRIX
Date Aupusi 23, 201 ¢ EPA Rep NoJFile Symbol 87825-R Lage 2 of 6
Applicant’s/Registrant's Name & Addircss Pruduet: Fipronif Technical
Virbac SA
terc avenne 2005 M - LiD
F-00516 Carros, Franee
hgredicat: Fipronil
Guideline Reference Number Guideline Study Name MRIED Nunber Submitier Siatus | Note
§30.6318 Viscosity Virbac N/A
830.0319 Miscibility Virbac N/A Solid
830.6320 Corrosion characteristics Virbac OWN | Scenote
page 2
830.6321 Dielectric breakdown voltage Virhae N/A Waived
8303.7000 pH 480935247 Virbac QOWN
83007200 Melting Point 48095249 Virbac OWN
§30.7300 Density bulk density or specific gravity 480935250 Virbac COWN
830.7320 Particle Size Vithac N/A
830.7050 UV/Visible Spectrum 48095248 Virbuc OWN
§30.7370 Dissociation constant 48095251 Virbac OWN
830.7520;830.7550; 830.7560 QOctanol/water partition coefficieat 48095244 Virthac OWN
$30.7570
$30,7840:830.7860 Solubiiity 48095245 Virbac OWN
830.7950 Vapor pressure 48095246 Virhac OWN
Signalure Name und 'fitle Pate
; Jean-Pascal Matrc August 23,
o Corporate Product kinovation Sisector 20¢4

E{A Fome 8570415 {5-97) Eleclronic and Paper Yersioos Avaidable. Sidunil only Paper yersiow Agenry tnietvid Use Copy

Note: 830.6317 and 830.6320: Per Agency policy, storage stability and corrosion characteristics data arc not requircd to be submitted unless specifically requested by the Agency. Virbac

iwas nitiated these studies and will submit the final reports if required when the studies are completed.
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Form Appeoved OMH No. 2018-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reponting burden for this collection of iuformation is estimated to averape 0,25 hours per respoutse for registration activities and 0.25 hours per response
for reregistration and special review aclivities, including tine for readipg the instruction and completing the necessary tornys. Scud comntents regardmg the burden estimate or any other aspect of this

colleetioo of information, izcluding suggestions for reducing the burden to Director: OPPE Information Macagement Division (2137) U.S. Hovironmental Prolection Agency, 461 M Street, S.W,,
Washingtoin, DC 20460. Do not send the forng to this address.

DATA MATRIX
Dale:_Aupust 23, 201 1 EPA Rep No./File Symbol 87825-R Page 3 of 6
Applicant’s/Registranl’s Name & Address Praduct: Fipronil Techmical
Virbaz SA
lere avenuc 2065 M - LiD
F-06516 Cairos, France
Ingredient: Fipronil
Guideline Refereice Nuinber ! Guideline Study Nanie MRID Number Submiticr Shatus Nate
40 CFR 158.340 Toxicology Data Requirements
870.1100 Acute oral toxicity 42918628, 43235401 BASF oLD
432759706
870.1200 Acule dermal toxicity 42918629 BASF OLD
870.1200 Acnie dermal ioxicity 43235402 BASF OLD
870.1300 Acute ithalation toxicity 42018631 BASF QLD
870.2400 Primary eye frritation 42018632 BASF OLD
§70.2500 Primtary dennal irritatiott 42918630 BASF oLD
870.2600 Dermal sensitization 42918634 BASF OLD
8706100 Acute defayed neurotoxicity 42918635 BASF OLD
§70.6100 Acute delayed neurotoxicity 43559501 BASF oLD
870.3100 90-day oral toxicity — rodent 42918643 BASF OLD
870.3150 90-day oral loxicity - nonrodent 42918642 BASF OLD
§70.3200 21-day dermal loxicily 42918644 BASF OLD
§70.3250 00-day dermal toxicily DATA GAP BASF GAR *See below
870.6100 90-day neuroloxicity ~ mamninal 43291703 BASF OLD
81-8 Neurotoxicity to Rats by Acute QOral 44431801 BASFE PAY
Administration e ——

Siguature Name and Tile Date

Jean-Pascal Marc Augrst 23,

Corporale Product Innovation Dircctor 2011

Eira, Forn 3570-35 (9.47) Glectronic and Faper Yorsions Available. Submit only Paper version. ©Ageney nenl Use Capy
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¥orm Approved OMil No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Nutice: The public reporting burden for this collection ol infounation is estimated to average 0.25 hours per response for repistration activities and (.25 howrs per response
for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden cstimate or any other aspeet of this
collcction of infontation, inchuding supgestions for reducing the bnrden (o Birector: OPPE lnformation Management Division {2137) U.S. Environmental Protection Agency, 401 M Street, 8.W.,

Washington, DC 20460, Do not send the form to this address.

DATA MATRIX
Datc August 23, 201 1 EPA Reg NoJ/File Syimbot §7825-R Page 4 of §
Applicant’s/Registrant’s Naine & Address Product: Fipronil Cechnicat
Virbac SA
Tere avenue 2065 M - LID
F-065 16 Carros, France
Ingredient: Fipronil
(ruideline Reforence Number ! Guideline Study Name MRID Number i Submitter Status Nole
40 CFR 158.340 Toxicology Data Requirements (Continued)
84-2 Structural chromosomal aberration 42918680 BASF OLD
84.-2 Strictitral chromosomal aberration 42918653 BASF OLD
84-2 Other genoloxic cffects 42918651;42918653 BASF OLD
43501703
85-1/870.7485 Gencral metabolism 42918655 BASF QLD
R5-1/870.7485 General melabolism 43253701 BASF PAY
85-1/870.7485 General inetabolism 43737308 BASF QLD
85-1/870.7485 General melabolism 42918654 BASE QLD
85-1/870.7485 General metabolism 42977904 BASF OLD
85-1/870.7485 General metabolism 43253701 BASF OLD
85-2/870.7600 Dermal penetration 43737308 BASF PAY
85-7/870.7600 himnupotoxicity DATA GAP GAP *Sce below
40 CFR 158.490 Wiidlife and Aguatic Qrganisms Data Reguirements GLD
71-1/850.2100 Avian oral LD 50— mallard or bobwhite 42918617 BASF QLD
42918616 .
72-1/850.1075 Fresitwater fish LC 50 — rainbow ot 42918624;42918673; BASF o OLD
bluegill 42918674:,42977902 QLD
43279703;43291718 OLD

Signatwrc

Name wiw Thic
Jean-Pescal Mare
Corporzlz Precuct linovation Dirceror’

Dac
Aupgusi 23, -
2011

EPA Fornr R370-3% (#-97) Bicctvonic and Maper Versions Avatiabls. Subrnt cody Paper version.

Agency hrirrnad Use Copy
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Marm Appraved OFDB No. 2070-8068

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

s 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notiee: The public reporting burden for (his coltection of information is estimated o average 0.25 hours per response for registration aclivities and .25 hours per response
for reregistration and special review activities, including time for reading the instruction and completing (he necessary forms. Send commieus regarding (he burden estimate or any oilier aspeet of his

colteetion of information, including sugpestions for reducing (he burden to Director: OPPE Iufonnalion Managenient Division (2137) U.S. Environnental Protection Agency, 401 M Street, 8.W.,
Washingion, DC 20460. Do not send the form to this address,

DATA MATRIX
Date: August 23, 201 1 EPA Rep, NoJ/File Syinbol 87825-R | PageSot6
Virbac SA Produet: Fipronil Technicat
fere avemue 2065 M - LID
F-06516 Carros, France
Ingredient: Fipronil
Guideling Reference Number Guideline Study Name MRID Nunber Submilice Slatus Nole
£3-1/870.4100 Cltronic feeding — rodent 42918648 BASF OLD
83-1/870.4100 Chronic feeding — nonrodent 42918645 BASF OLD
83-1/870.4100 Chronic feeding — nonrodent 43402802 BASE PAY
83-2/870.4200 Oncogeuicity ~ mousc 42913649 BASF QLD
83.2/870.4200 Oncogenicity — 1nouse 43501702 BASH PAY
83-2/870.4200 Oncogenicity — rat 42918648 BASF LD
£3-3/870.3700 Teratogenicity — rabbit 42918646 BASF OLbE
£3-3/870.3700 Teratogenicity — rat 42977903 BASF OLD
83-3/870.3700 Teratogrenicity — rat 44275001 BASF PAY
83-6/870.6300 Developmental neurotoXicity 44039002 BASF PAY
83-4/870.3300 Reproduction 42918647 BASF QLD
84-2/870.5100 Gene mutaiion 42918652 BASF OLD
§4-2/870.5100 Geng mutation 42918679 BASF OLD
84-2/870.510G0 Gene mwtatton 43291716 BASF OLD
84-2/870.5100 Gene muptation 43291717 BASF OLD
84-2/870.5100 Gene inatation 43291721 BASF OLD
%4.2/870,5100 Geue mugation 43291722 BASF QLD
84-2/870.5100 Gene mutaiion 43401102 BASF OLD
Signature Name and Tiile Date
e Jeau-Pascal Marc August 23,
ch T Corporate Product Innovation Director 2011

ERA Form 8570-35 {9-97) Blecwranic amt Faper Vevsions Available, Submic enly Paper vorsian.

Apency Inlernal Use Copy
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Formn Approved OXB No, H70-00460
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
£
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Rednction Act Notice: The public reperting burden for this collection of information is estimated 1o average 0.25 hours per response lor registration activities and 0.25 Iiours per response
for reregisiration and special review activities, ineluding time for reading the instruetion and contpieting the necessary fonuts. Send commenls regarding the burden estimate or any otiter aspect of (his
collection of inlormation, including suggestions for reducing the burden to Director: OPPE Information Management Divisioit (2137) U.S. Environnicnial Protcetion Ageney, 401 M Street, S.W,
Washington, DC 20460, Do not send the fonu to tiis address.
DATA MATRIX

Date: August 23,2011 EPA Reg. No/¥ile Symbo! §7825-R Page 6 of 6
Applicant’s/Registrant’s Name & Address Produet: Fiproni! Teeimical
Virbac SA
lere avenue 2065 M - LID
F-065 16 Catros, Franec
Ingredient; Fipronil
Guideline Reference Number Guideling Study Naine MRID Nunther Subinitier Statug Note
72-2/850.1010 Acute LC 50 freshwater invertebrates 42918625 BASF OLD

{Daphnia magiq)

Acute LC 30 freshwater invertebrates 42918669 BASF OLD

{Daphnia magna)

Acute LC 50 fresirwater invertebrates 42918671 BASF OLD

{Daghnia masna)

Acute LC 50 {reshwater invertcbrates 43201719 BASF OLD

{(Daphiia magnea)
8352110 Iydrolysis 42977003 BASF OLD
40 CFR 158.390 Reeutry
Protection Data Requirements
133-3 Dermal exposure - Fiprontl 44433302 Merial PAY
133-4 Inhajation cxposure - Fipronil 44433302 Merial PAY
132-1 Dislodgeable residne dissipation - Fiproni 44531203 Meriaj PAY
N/A Dermal and inhalation exposure of 44433303 Merial PAY

cotmmereial pet groomers (Spot) - Fipronit
N/A Analytical metltod for exposnre studies - 44433308 Merial PAY

' Fipronil
Stgnature Nane and Title August 23,
Jean-Pasecal Marc 201
A - Curporate Prod net Iunovatiun Director
EPA Farm 35%0-38 15-97) Electramic and Paprr Vorsipns Available. Sobntil only Paper vession. Apuaoy Iaternal Use Copy

* Pursunnt to 40 CFR 152.96 {c}, Virbac hercby ecrfifics that Virbac has no basis to believe that (his renguirancnt is not a data gap and, further, that Virbac has sent by certifted inail to 21l companics
on the current EPA Data Submitters List for fipreuil a letter requesting that the company identify, within 60 days of receipt, any valid study that would fulfill this dats requivenient, Once this 60-day

period expires, Yirbac will uptlate thie Ageney as to the information, if any, Yirbac reccives in response to this “data gap® telter,
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,“Qec.fs.fons

=2 Data Requirements

551 L Pending, 453043, 2382.-RIO;RIVONEW RPRO
78-Day Lellers

» (ol Dendsed) Do, ok fu sz (o) gl
10wl Web g spug tratig

126



Foroy Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Wit 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Acl MNotice: The public reporiing burdeu for this colleetion of infornation is estimated to average 0.25 [iours per response lor registration activities and 0,25 hours per response
for rercgistration aid special revicw activitics, including tiine for reading the mstruction and comnpleting tiie accessary fonus. Send comments regarding the burden estimale or any other aspect of this

collection of information, including suggestions for reducing the burden to Direcior: OPPE |ntormation Management Division (2137) 1.8, Environnental Prolection Agency, 401 M Strect, S.W.,
Washingtun, DC 20460, Do nol send the form to this address.

DATA MATRIX
Date: Angust 23, 2011 EPA Ree No./File Symbol 87825-R Cage 1 af 6
Applieant’s/Regisiraut’s Name & Address Product: Fipronil Techinical
Virbac SA
Jere avenue 2065 M - LI
F-06516 Carros, France
ingredient: Fiprenil
Guideline Refcrence Numbcer | Guideline Study Name | MRID Number Subniitier Slxlus Nole
Product Chemistry Test Guldelines
830,1550 Product Identity and Composition 48095240, 48449201 Yirbac. OWN
§30.1600 Description of Matcrials Used 48095240 Vithac OWN
830.1620 Description of Production Process 48095239 Virbue OWN
830.1650 Description of Formulation Process 48095239 Virbac OWN
830.1670 Descriplion of Formation of Impuritics 48095240, 48449201 Virbac OWN
§30.1700 Preliminary Analysis 48095241 Virbac OWN
8301750 {Certificd Limits 48095240, 48449201 Virbac OWN
830.1800 Analytical Mcthod 48095242 Virbac OWN
830.1900 Submittal of samples Virbac N/A
830.6302 Color 48095240, 48095243 Virbac OWN
§30.6303 Physical State 48095240, 48095243 Virbae | OWN
830.6304 Odor 48095243 Virbac OWN
830.6313 Accelerated Siorage Stability-Metal lons 48095243 Virbac OWN
830,63 14 Oxidalion/reduction 48095239 Virbac OWN
830.6315 Flammability 48095239 Virbac OWN
830.6316 Explodability 48095239 Yibac NE
830.6317 1 Yr. Storage Siability Virbac Tl : OWN | Seenole
R o page 2
Signalure Nameand Fitle =~ ... Dale
Y Jean-Pascal Marc August 23,
o Corporate Product Innovation Direclor 2011

EPA Form 8370-35 (9-97) Eleclionie and Paper Vesions Availalle. Subtul oaly Paper version, Apeuty Inlewnal lie Copty
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Forn Approved OMB No. 2070-0460
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
&
S 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Ael Notice: The public reporting burden for this collection of inlormation is estimaled o average 0.25 howrs per response lor registration activities and (.25 hours per response
for revegistration and special review activitics, including time for reading the instruction and completing the necessary fonns. Send comments regarding (he burden estiniate or any other aspeet of this
collection of information, including suggestions for reducing the burden to Bircetor: OPPE Information Management Division (2137) U8, Enviromiuental Proteciion Agency, 401 M Sireel, S.W.,
Washingtoy, DC 20460, Do nol scad the form to (iis address.
DATA MATRIX
Dale August 23, 2014 EPA Rep Nu/File Symbol §7825-R Page 2 of 6
Applicant’s/Registrant’s Name & Address Product; Fipronil Technical
Virbac 5A
fere avenue 2065 M - LID
F-063 16 Carros, I'rance
Ingredient: Fipronil
Guideline Reference Number Guideline Study Nawme MRID Nuniber Submilter Sialis Nalc
830.6318 Viscosity Virbac N/A
830.6319 Miscibility Virbac IN/A Solid
830.6320 Corrosion churacteristics Vibac OWN | Secnote
page 2
830.6321 Dielectric breakdowu voltage Virbac N/A Waived
830.7000 pH 48005247 Virbac OWN
§30.7200 Melting Point 48005249 Virbac QWN
830.7300 Densicy bulk deusity ot specific gravity 480952350 Virbac OWN
830.7320 Particle Size Virbac N/A
830.7050 UV/Visible Spectrum 48095248 Virbac OWN
830.7370 Dissociation constant 48095251 Virbuc OWN
830.7520;830.7550; 830.7560 Octanol/water partition cocfficieut 48095244 Virbac OWN
830.7570
830.7840:830.7860 Solubility 48005245 Vithac OWN
830.7950 Vapor pressure 48095246 Vithac QWN
Signaturc Name and Title Date
j Jeau-Pascal Mare Aupust 23,

2 - Corporate Product bmovation Cuector 201¢

EFA Fonn 8570-35 (9-97) Elecwanie and Maper Versicns Available. Sofunil only Paper version. o Ageney htersai Use Copy

Note: 830.6317 aud 830.6320: Per Agency policy, storage stability aud cotrosion charac(eristics data jtre not required to be submitted unless specifically requested by (he Ageucy. Virbac
lias initiated (hese studies and will submit (he flual reports if required when the studies are completed.
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Forou Approved OMI No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

e 401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperwork Reductioo Act Notice: The public reponing burden for this collection of information {s eslimated to average (.25 hours por response for registration activities and 0.25 hours per tespoilsc
for rerepistration and special review activities, including time for readiog the instruetiou and completing (e necessary forms, Send commenis regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden (o Director: OPPE Infermatico Management Division (2137) U.S, Environmental Profection Agency, 401 M Sirect, .W.,
Washingion, DC 2046G. Do 1ot send thie form to this address.

DATA MATRIX
Dale: Aupust 23, 2011 EPA Reg No./File Syinbol 87825-R I Page3ofo
Applicant’s/Registraot’s Nane & Address Produet: Fipronii Technicai
Virbac SA
Tere avenue 2065 M - LID
F.(36516 Carros, France
Ingredicnt: Fipronil
Guideline Reference Number | Guidcline Study Naine MRID Ninnber Submitier Status Nae
40 CFR 158,340 Toxicology Data Requirements
870.1100 Acute orai toxicity 42018628; 43235401 BASF OLD
43279706
§70.1200 Acufe dermal toxicity 42918629 BASF QLD
870.1200 Acute dermal toxicity 43235402 BASF QLD
§70.1300 Acute inhalation toxicity 42918631 BASF oLD
§70.2400 Primary eye itritation 42918632 BASF oLD
87(.2500 Primary dermal irritation 42918630 BAST OLD
870.2600 Dermal sensitization 42918634 BASF OLED
§70.6100 Acute delayed neurotoxicity 42918635 BAST QLD
$70.6100 Acute delayed neurotoxicity 43559501 RBASF QLD
870.3100 9{-day oral toXicity — rodent 42918643 BASF QLD
870.3150 90-day oral foxicity - nonrodent 42918642 BASF OLD
§70.3200 21 -day dermal toxicity 42018644 BAST QLD
870.3250 90-day dermal toxicity DATA GAP BASF GAP *“See below
870.6100 90-day neurotoxicity — manumal 43291703 BASF OLD
41-8 Neurotoxicity to Rats by Acute Oral 44431801 BASF PAY
Administration e m

Signature Nawe and Tile : Dale

Jean-Pascal Marc August 23,

Corporate Product nnovation Dircctor 2011

Era Form 8570-35 (9-57) Eleetivpic and Paper Versions Avallable. Submi only Paper vession, Ageney Btticrnal Use Capy
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Farm Approved O No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

St 401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 homrs per responsc for registration activities and 0.25 hours per response
Yor reregisiration and special review activities, including fime for reading the instruetion and completing the necessary fonns. Send comments regarding the burden estimate-or any other aspect of this

collection of infonnation, including suggestions for reducing ihe burden fo Director: OPPE Information Management Division (2137) LS. Environmental Protection Agency, 481 M Street, S.W.,
Washinglon, BC 20460. Do ot scnd the form 1o this address.

DATA MATRIX
Date Aupnst 23, 2011 EPA Rep No/File Syiubol 87825-R Page 4 ol 6
Applicant"s/Registrant’s Name & Address Produet: Fipronil Technical
Virbac SA
terg avenue 2065 M - LID
F-06516 Carros, France
tngredient: Fipromil
Guideline Reference Number E Guideline Study Name MRID Nieuber Submiticr Status MNote
40 CFR 158.340 Toxicology Data Requirements {Continned)
84-2 Structural chromosomal aberration 42918680 BASF OLD
84-2 Structural clitomosomal aberration 42918453 BASF QLD
84-2 Other genotoxic effects 42918651;42918653 BASF QLD
43501703
85-1/870,7485 General mctaboligin 42918635 BASF OLD
85-1/870.7485 Gencral metabolism 43253701 BASF PAY
85-1/870.7485 General metabolism 43737308 BASF QLD
85-1/870.7485 General metabolism 42918654 BASF OLD
85-1/870.7485 General ntetabolism 42977904 BASF QLD
85-1/870.7485 General metabolism 43253701 BASF QLD
§5-2/870.7600 Derinal penetration 43737308 BASF PAY
85-7/870.7600 Immunotoxicity DATA GAP GAP *See below
40 CER 158.490 Wildlife and Agnatic Organisms Data Requirements OLD
71-1/850.21 00 Avian oral LD 50 - mallard or bobwhite 42918617 BASF aLD
42918616 —
72-1/850.1075 Freshwater fish LC 50 — rainbow or 42918624;42918673; BASF QLD
binegill 42918674:42977902 OLD
43279703;43291718 OLD
Signature Nanie dut Tiik Date
" Jean-Pgscal hare Aupus! 23,
Cormporzatz Preduct Iraovation Direcio 2011

EPA Fnrm B570-35 19-57} Ekeclroniv and Paper Versions Available. Sulxnil only Paper version,

Agenvy tnlernal Hse Copy
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Form Approved OM 1 No, 2000-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduetion Act Netice: The publie reporting burden for this colicetion of infonnation is cstimated to averape 0.25 hours per respottse for registratiop activities and .25 howss per response
for rercgistzation and speeial review activitics, including time for reading the instruction and compicting the necessary forms. Send cominents regarding the burden estimate or any other aspect of this

coilection of infomnation, incloding suggestions for reducing the burden to Director: OPPE Inforination Management Division (2137) U.S. Envirounental Protection Ageney, 401 M Street, 8.W,,
Washington, DC 20460. Do not seud the forni to this address.

DATA MATRIX
Date: Angust 23, 2011 EPA Reg. No/File Symbol 87825-R Page 5 ol 6
Vithac SA Product: Fiproni Technical
lete avenue 2063 M - LID
F-06516 Carros, France
Ingrediem: Fipronil
CGuidetine Reference Wumber Guideling Study Name MRELD Number Subimitter Status | Naote
83-1/870.4100 Chronic feeding — rodent 429] 8648 BASF QLD
83-1/870.4100 Chronie feeding ~ nonrodent 42918645 BASF QLD
§3-1/870.4100 Chronic feeding — nonrodent 43402802 BASF PAY
83-2/870.4200 Oncogenicity —mouse 42918649 BASF QLD
83-2/870.4200 Oncogenteity — mouse 43501702 BASF PAY
83-2/870.4200 Oncogenicity — rat 42918648 BASEF OLD
83-3/870.3700 Teratogenicity — rabbit 42918646 BASF QLD
£3-3/870.3700 Teratogenieity — rat 42977903 BASF OLD
83-3/870.3704 Teratouenicity ~ rat 44273001 BASF PAY
83-6/870.6300 Developmenlal geurotoxicity 44039002 BASF PAY
83-4/870.3800 Reproduction 42018647 BASF OLD
84-2/870.5100 Gene mutation 42018652 BASF QLD
84-2/870.5100 Gene mutation 42918679 BASF QLD
84-2/870.5100 Genc mutation 43291716 BASF OLD
§4-2/870.5100 Gene mutation 43291717 BASF QLD
84-2/870.5100 Gene mutation 43291721 BASF QLD
84-2/870.5100 Gene mutation 43291722 BASF QLD
§4-2/870.5100 CGene mutation 43401102 BASFE QLD
Signaure Name and fitie Date
e Jean-Pascal Marc Angust 23,
be: Corporale Product Innovation Ditector 2011

EPA Font 8579-35 (9-9'1) Eleelronae ant] Paper Versigns Available. Snbimil ondy Paper version.

Agency Internal Use Copy
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Form Approved QM No. 2070-6060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
W 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduetion Act Notice: The public reporting burden for this collection of information is esiimated (o average 0.25 liours per response for registraiion aclivivies and $.25 hours perrespouse
for reregistration and special revicw activitics, including time for readiag the inslnietion and comypleting Ihe necessary forms. Send comnwents regarding the burden esiimate or any other aspect of ihis
colleciion ol information, including suggestions for redueing the burden (o Diveclor: OPPE Information Management Division {2137 U.S. Environmenial Protection Agency, 401 M Suest, S. W,
Washinplon, DC 20460. Do not send Lhe forn (o this address.
DATA MATRIX

Dhate: Avgust 23, 2011 EPA Rep. Nasfile Symbol 87825-R Page 616
Applicant’s/Registram’™s Name & Address : Prodnet: Fipronil Technical
Vithae A
lese avenue 2065 M - LID
F-06516 Carros, Franee
Ingredient: Fipronil
Guideline Refercnee Nunber Guideline Study Naine W RID Nwuber Subnuitier Siatus Nole
72-2{850.1810 Acute LC 50 freshwater ivertchrates 42918625 BASE CLD

(Daphnic magna)

Acute L.C 50 freshwater invertebrates 42918669 BASF OLD

(Daphnia magna)

Acuite LC 50 freshwaler invertcbrates 42918671 BASF QLD

{Daphnia nagna)

Acute LC 30 freshwaler inveriebrates 43291719 BASF QLD

{Daphnia magn)
835.2110 Hydrolysis 42977905 BASF OLD
40 CFR 158.390 Rceentry
Protection Data Requirements
133-3 Dermal exposure - Fipronil 44433302 Mertal PAY
133-4 Inhalatiowt exposure - Fipronil 44433302 Mertal PAY
132-1 Dislodgeable residue dissipation - Fipronil 44531203 Merial PAY
N/A Dennal and ihalation exposurc of 44433303 Merial PAY

comimercial pet groomers (Spot) - Fiproil
N/A Anatytical method for exposure studies - 44433308 Merial PAY

Fipronil
Signature Name and Title August 23,

: Jean-Pascal Marg 201
B o Corporate Prodnet Inniovation Director
EPa, Form 8570-35 (9207} Elevironic and Paper Versions Available, Submal ouly Paper version.

Apeney Inlernal ilse Copy

# Pursuant to 40 CEFR t52.96 (¢), Virbae licreby ecrtifies that Yivbac has no basis 1o helieve that this vequivement is not a data gapy and, further, that Vivlnie has seut hy certilied niail to all eompanies

on the current EPA Data Submitiers List for fipronil 2 letter requesting that the company identify, within 60 days of receipt, nny valid study that would {ulfill this data requirement. Onee this G0-day
perind cxpires, Virhae will npdate the Agency as to the information, if any, Vivbae reccives in respense to this Yilata gap™ letter.
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Form Appraved OME N, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2 401 M Street, S.W.
WASHINGTON, D.C. 20460

Papcrwork Reduction Aet Notice: The public reporting burden for this collection of information is estimaled to average .25 hours per response lor registration aclivities and 0.25 liours per response
for reregistration and speeial review aclivities, including time for reading the instruction and completing (e necessary forms. Send conutlents regarding the burden estimale or any other aspect of this
collection ol information, including suggestions for reducing the burden to Director: OPPE Information Managenent Division (2137) U.S, Environmenlal Proleetion Apency, 401 M Street, S.W.,
Washinglon, DC 20460, Do not send the form to this address.

DATA MATRIX
Digle: December 20, 204! £PA Reg. No/File Symnbol 2382-TBA Page | ol'd
Applicant’s/Registranl’s Name & Address Produet:
Virbac AH, Inc.
P Box 1620359 EFFIPRO® PLUS TORCAL SOLUTION FOR DOGS
Fort Worth TX 7616
Ingredient: Fipronil, Pyriproxyfen
Guideline Reference Number { Guideline Sludy Name E MRID Nimber Submilier Sialug Note
Product Chemistry Test Guidelines ]
830.1550 Product ldentity and Composition New Submission Virbac AH, Inc, QWN
830.1600 Descriplion of Materials Used New Suhmission Virbac AH, Inc. QOWN
830.1620 Description of Production Process New Submission Virbac AH, Inc. OWN
£30.1650 Description of Formulation Process New Svhinission Virhac AH, Inc. OWN
830.1670 Description of Formation of lmpurities New Submission Virbac AH, luc. OWN
§30.1700 5-Batch Analysis New Snbmission Vitbac AH, Inc. OWN
830.1750 Certificd Limits New Submission Virbac AH, Inc. OWN ]
830.1800 Analytical Method New Subimission Virbac AH, Inc. OWN
830.6302 Color New Spbmigsion Virbac AH, Inc, OWN
£30.6303 Physical State New Submission Virbac AH, Inc. OWN
830.6304 Odor New Submission Virbac AH, Inc. OWN
830.6313 Metal Stability VYirbac AH, Tne, NR
830.6314 Oxidation/redection New Subimisston Virbac AH, Inc, OWN
830.6315 Flammability New Submission Virbac AH, Inc. OWN
830.6316 Explodability Virbac AH, Inc, NR
830.6317 Storage stability To be condected Virbac AH, lnc. OWN
Signalpre Name and Title Dale
Craig Parks December
/ - / Vice President, Research & Developmen 26,261
g 1o

EPA Form 857035 19-97) Elecavnic and Paper Versians Available. Subwit only Paper version.

Agrncy Tnlernal Use Copy




Parm Approved OME No. 20900050

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

S 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Netice: The public reporting burden for lhis collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per response
lor rerepistration and special review adivilies, induding thine for reading the msetruction and completing the teccssary fonus. Send comments regarding the burden estimate or any other aspect of tiis
colfection of information, inehiding stiggestions for reducing the burden to Director: OPPE Information Management Division (2137) ULS. Envirenmental Proteelion Agency, 401 M Street, S,W.,
Waslington, DC 20460, Do nol send the fonn tn this address.

DATA MATRIX :
Date December 20, 2011 EPA Reg. No./File Symibol 2382-TBA Pagc2 of 9
Applicanl’s/Registrant’s Name & Address Produet:
Vithae All, Inc
PO Box 162059 BFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Fugredient: Fipronil, Pyriproxyfen
Guideline Reference Number Guideline Study Name MRID Number Subnitter Status Note
830.7100 Viscosity New Submission Vithac AH, Ine. OWN
830.6319 : Miseibility Virbac AH, Inc, NR
#30.6320 Corrosion characierislics To be conducted Virbac AH, lie, QWN
830.6321 Dielcctric breakdown voltage Virbac AH, Inc. NR
830.7000 pH New Submission Virbac At Ine. OWN
§30.7300 Density, bulk density, or specific gravity New Subntission Vithae AH, Ine. QOWN
830.7320 Particle Size distribulion Virbac All, Inc. NR
40 CFR 158.340 Toxicology Dala Requirements
870.1100 Acuie oral toxicity New Subimission Virbae Al, luc. OWN
870.1200 Acutc dermal loxicily New Submission Virbac AH, lue, OWN
870.1300 Acule inhalation toxicity Waiver requesled Virbac AH, Inc.
870.2400 Primary eye irritaiion New Submission Virbac AH, Inc. QWN
870.2500 Primary dermal irritalion New Submission Virbac AH, Inc. QWN
§70.2600 De il sensilizalion New Submission Vithac AH, Inc. OWN
Signature Name and Tille Date
Craig Parks Decainber
/ . ﬁ i ' Vice President, Researcl & Development 20, 2011
v
f
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Form Approved ONMEB No. 2070-0064

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

S 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public teporting burden for this collection of iuformation is estimaied 10 average .25 hours per response for regisiraiion activities aud .25 hours per response
for reregistiation and special review activities, including Hme for reading the instruction and compleling the necessary forms. Send comments regarding the burden estiniate or any ofler aspect of this

collection of information, including suggestions for reducing the burden to Direcior: OPPE Information Management Division (2137) ULS. Environmental Proteciion Agency, 401 M Street, S.W.,
Washington, DO 20460. Do not send the fon o this address.

DATA MATRIX
Date: December 20, 2011 EPA Reg. No./File Symbol 2382-TBA Page 3 of 9
Applicaot’s/Registrant’s Name & Address Product:
Virbac Al, Inc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
higredient: Fipronil, Pyriproxyfen
Guideline Referenice Number Guideline Study Name MRID Number Submitler Status | Nole
Efficacy and Safety Data
§70.7200 Dog safety 43444905 Meril QLD
870.7200 Dog safety 43577711 Metial QLD
§70.7200 Dog safety 43863802 Merial QLD
870,7200 Bog safety 43121110 Merial OLD
8§70.7200 Dog safety 43121111 Merial QLD
§70.7200 Doy safety 45620507 Merial PAY
870.7200 Dog safety 43396408 Eeto Developmest Corporation QLD
§70.7200 Dog safety 43612401 Ecto Development Corporation OLD
870.7200 Dog safety 44900902 Virbac AH, Inc. QOWN
87(.7200 Dog safety 44900903 Virbac AH, Inc. OWN
§70.7200 Dog safety 42178309 Sumitomo Chemical Comgpany, Lid. QLD
870.7200 Dog safety New submission Virbac AH, Ine, OWN
810.3300 Efficacy 43121114 Merial OLD
8103300 Efficney 43121115 Merial OLD
510.3300 Efficacy 43121116 Merial OLD
810.3300 Efficacy 43121117 Mecial OLD
$10.3300 Efficacy 43121118 Merial OLD
810.3300 Efficacy 43121119 Merial QLD
810.3300 Efficacy 43121120 Merial QLD :
Signature Name aid Title « Date
/ i g , Cljai g Parks y Dcucm‘bcr
g Vice President, Research & Development 120,200t
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Form Approved QMU No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

> 401 M Street, S.W,
WASHINGTON, D.C. 20460

Pajierwork Reduction Act Notice: The public reporting burden Jor this collection of information is esthnated o averape (.25 hours per response for registration activities aud 0,25 hours per response
for rercgisiralion and special review activities, including tinle for reading the instruction and completing the necessary fonns. Send eomments regarding the burden estimate or any other aspect of this
collzction of infonuation, including suggestions for reducing the burden to Direclor: OPPE ufomation Management Division (2137) U.S. Environmental Prolection Agency, 401 M Strem, S.W.,,
Washington, DC 20460, Do not send the fonn (o this addess, ’

DATA MATRIX
Date: Pecember 20, 2011 EPA Rep. No./File Symbol 2382-TBA Page 4 of ¥
Applicant’s/Registrant’s Name & Address Product:
Virbac All, luc
PO Box 162059 . EFFIPRO PLUS TOPICAL SOLUTION FOR DOGS
Fort Woith TX 76161
ingredient: Fipronil, Pyriproxyfen
Cuideline Reference Nuuber Guideline Study Name MRID Nimber Submilter Slatus | Note
Efficacy and Safety Data
§10.3300 Efficacy 43121121 Merial OLD
810.3300 Efficacy 43121122 Merial OLD
81,3300 Efficacy 43444901 Merial oLD
§10.3300 Efficacy 43577701 Merial OLD
§10.3300 Efficacy 43577712 Merial QLD
$10.3300 Efficacy 43577713 Merial OLD
810.3300 Efficacy 43951701 Merial OLD
§10.3300 Efficacy 44088901 Merial OLD
§10.3300 Efficacy 46006002 Wellmark International PUBL
810.3300 Efficacy 44900904 Virbac A, ine, OWN
8103300 Efficacy 45020601 Virbac AH, inc. OWN
810.3300 Efficacy Pending; submitted with OWN
Effipro Plus Cat
Applicalion
810.3300 Efficacy New subutission OWN
Sipnature Nnme and Title Dale
/ . g - Craig Parks December
g Vice President, Rescarch & Development 20,2011
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Porm Approved DME No. 2076-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled (o average 0.25 hours per response for registration activitics and 0.25 hours per response
for reregisiration and special review activitics, including time for reading (ite instruetion and completing the necessary forms. Seud comments tegardittg The burden estimaie or any other aspect of (his

collection of information, including suggestions for reducing {he burdeg to Direcior: OPPE luformation Management Division (2137) U.S, Environmental Proteclion Agency, 401 M Street, S.W.,
Washinglon, DC 20460, Do nuot seird (he fomm to this address.

DATA MATRIX
Date Decentber 20, 2011 ’ EPA Rog. No/Fitc Syitbol 2382-TBA ! Pape Sof9
Applicant’s/Registrant’s Name & Address Produet:
Virbae All, Ine
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Tort Worth TX 76161
Ingredient: Fipronil, Pyriproxyfen
Guideline Reference Nuntber Guideline Study Name MRID Nuinber Sufunifier Stalus Nole
8i0.2300 Efficacy 44942011 Merial PAY
810.3300 Efficacy 44942106 Merial PAY
£10.3300 Efficacy 45612701 Metial PAY
§10.3300 Efficacy 45618501 Merial PAY
810.3300 Efficacy 45620501 Merial PAY
810.3300 Efficacy 45620502 Merial PAY
£10.3300 Efficacy 45620503 Merial PAY
£10.3300 Efficacy 45620504 Merial PAY
810.3300 Efficacy 45620505 Merial PAY
810.3300 Efficacy 45620506 Merial PAY
810.3300 Efficacy 45628101 Merial PAY
810,3300 Efficacy 45628102 Merial PAY
810.3300 Efficacy 45628103 Merial PAY
810.3300 Efficacy 45628104 Merial PAY
810.3300 Lfficacy 45628105 Meriai PAY
§10.3300 Efficacy 45628201 Merial PAY
§10.3300 Efficacy 45866901 Meriai PAY
810.3300 Efficacy 45866902 Merial PAY
810.3300 Efficacy 46019201 Merial BAY
810.3300 Efficacy 46019202 Merial PAY
Signalure Name and Title Date
Craig Parks Deeeinber
/ . Vice President, Research & Development 20, 2011
oy 1l

137



Forar Apgrrover! OMB Ne, 2070-0068

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

S,
S

Paperwerk Reduction Acl Natice: The public reporing busden for this colleeiion of informalion is estimaied 1o average (.25 hours per response for registralion aclivitics and 0.25 liours per response
for reregisiration and special review activitics, including time for reading the instuetion and completing the necessary fonns. Send cowments regarding the burden estinate or any ollier aspect of this

collection ol informalion, including suggestions for reducing the burden to Dircelor: OPPE Iuformation Matingemient Division {2137} U.S. Environmental Prolection Ageouicy, 401 M Streel, S.W,,
Washiugton, DC 20460. Do nol send the form Lo this address.

DATA MATRIX

Date: December 20, 2011 EPA Reg. No/File Symbol 2382-TBA Page 6 of ¥

Applicant’s/Registrani’s Nanie & Address Product:

Virbag A, Ing

PG Box 102059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS

Fort Worth TX 76161

lupredient: Fipronil, Pyriproxvien

Guideline Guideline Study Manic MRID Nuniber Submitier Siaws Mote

Reterence Number

Child Resistant Packaging

40 CFR 157 . Evaluation of the 3 mil Applicator Tube with 1.34 ml water, 48095221 Vithac A, luc. OWN
applicator tube test for Child-Resistaut Effectiveness

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 m! water, 6 48095222 Virbac AH, luc. OWN
applicators tube test for Child-Resistaut Effectiveticss

40 CER 157 Bvaluation of the 3 ml Applicator Tube with 1.34 m! water, 36 | 48095223 Virbac AH, Inc. OWN
applicators tube test for Child-Resistant Effcctivencss

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 m! water, | 48095224 Virbac AH, Inc. OWN
applicator tube test for Seaior-Use Effcctiveness

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, § 48095225 Virbac AH, lie. OWN
applicators tubc test for Senior-Use Effectiveness

40 CFR 157 Evaluation of thie 3 ml Applicator Tube with 1.34 ml water, 36} 48095226 Virbac Ald, Ine. OWN
applicators tube test for Scuior-Use Effectiveness

44 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68ml water, | 48095227 Vitbac A, Ine. OWN
applicator tube test for Child-Resistant Effectiveness

Signature Namc and Title Dale

/ . i g : C{ai I3 I’ar%‘:s Becember
el Vice President, Research & Developmeni 20,2011

EPA Fovm 8590-35 (9-8%) Bleclrar and Paper Yersions Available. Submit only Paper tersion. Agency Indernal Use Copy
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Form Approved OMI No. 2078-006

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for (his colleetion of information is esiimated (o average 0.25 ftours per response for registration activities and 0235 howrs per iespunse
for yeregistration and special review aclivities, inchiding time for reading the instruction and completing Uie necessary fonns, Send commnents regarding the hurden ¢stimate or any other aspeet of this
coltectiont of information, including suggestions for reducing the birden 1o Director: OPPE tnformation Maitagemeitt Division (2137) ULS. Envirompental Proteclion Agency, 401 M Street, S.W.,
Wasltinglon, DC 20460. Do not send the form to this address.

. DATA MATRIX

Date: Becowmnber 16, 201 | EPA Rep. NoJFile Syimbot 2382-TBA Pape 7019

Apphicant’s/Registrant’s Name & Address Product:

Virbac All, Inc

PO Box 162059 . EFFIFRO¥ PLUS TOPICAL SOLUTION FOR DOGS

Porl Worth TX 746!

Ingredicnb: Fipronil, Pyriproxyfen

Guideline Guideline Siudy Name MRID Number Subinitter Stalus Note

Refercnce Number

44 CFR 157 Evaluation nf the 3 tnl Applicator Tube with 2.68 m! water, 6 48005228 Virbac AH, Inc. OWN
applicators tubc test for Child-Resistant Effectivencss

40 CFR 157 Ewvaluation of the 3 wl Applicator Tube with 2,68 wml water, 36 480905229 Virbac AH, Inc. OWN
applicators tubg test for Child-Resistant Effectiveness

40 CFR 157 Evaluation of the 3 m! Applicatnr Tube with 2.68 ml water, | 48095230 Virbac Al, Inc, OWN
applicator tubc test for Sgnior-Use Effectivencss

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 m! water, 6 48095231 Virbac A, Inc. OWN
applicators tibe test for Senior-Use Effectivertcss

40 CER 157 Evaluation of the 3 inl Applicator Tube with 2.68 ml water, 36 48095232 Virbac AH, Inc. OWN
applicators tube test for Seninr-Use Effectiveness

40 CFR 157 Evalitation of the 6 ml Applicatnr Tube with 4.02 m! water, 1 48095233 Virbac AH, Inc. OWN
appheator tube test for Cltild-Resistant Effectiveness

40 CFR 157 Evalpation of the 6 tnl Applicator Tube with 4.02 ml water, 6 48095234 Virbac AT, Inc. OWN
applicators tubg test for Child-Resistant Effectiveness

44 CFR 157 Evaluation of the 6 ml Applicator Tube witht 4.02 m! water, 30 48095235 Virbac AH, Inc, OWN
applicators tube test for Child-Resistant Effectiveness

Signalure Name and Title Date

. Craig Parks December
/ - Vice President, Research & Developinent 20, 201
o .
EVA Form 8570-35 (9-17) Elecironie and Paper Versions Available, Sobmit enly Paper version. Agency tnternal Use Copy
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Formy Approved OMII No. 2070-0661
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
B 401 M Street, S.W.
WASHINGTON, D.C. 20469
Paperwork Reduction Act Notice: The public reponing burden for (his collection of infornation is eslimated (o average 0.25 hours per response for registralion activitics and 0,25 houts per response
tor reregistration and special review activities, incleding 1ime for reading (he instruction and completing the necessary forms, Send commenis regarding (e burden estimate or any other aspect of 1his
collection of infonnation, including suggestions for reducing Use burden (o Direclor: OPPE Infonmation Management Division (2137) 11.8. Environmental Prolection Apcney, 401 M Street, S W.,
Washington, DC 20460, Do not send the foinl to this address.
DATA MATRIX
Date: December 20, 2001 EPA Reg. No/File Symbol 2382-TBA _I Page B af ¥
Applicant’s/Registrant’s Name & Address Product:
Virbac Ald, ine : ;
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
ifort Worlh TX 7ol61
ingredient: Fipronil, Pyrinroxyfcn
Guideline Guidcline Study Name MRID Number Submitter Status | Nolc
Reference Number
40 CFR 157 Evaiuation of the [ml applicator tube with 0.67 ml watcr, 1 48410001 Virbac AH, Ine. OWN
applicator tube test for Child-Resisiant Effectivencss
40 CFR 157 Evahution of the Lint applicator mbe with 0.67 tnl water, 1 48410002 Virbac AH, Ine. OWN
applicator tube test for Senior-Use Effectiveness
40 CFR 157 Evaluation of the L applicator tube with 0.67 m} water, 6 48410003 Virbac AH, Inc. OWN
applicator mibe test for Child-Resistant Effectiveness ' .
40 CFR 157 Evaluation of the 1m! applicator tube with (.67 mi watcer, 6 48410004 Virbac AH, hue. OWN
applicator ttbe test for Scnior-Use Bffectiveness
40 CFR 157 Evaluation of the 1m! applicator tnbe with 0.67 inl water, 36 48410005 Virbac AH, Inc. OWN
applicator tube test for Child-Resistant Effectiveness
40 CFR 157 Evaluation of the lm! applicator tube with 0.67 mi water, 36 48410006 Virbac AH, Inc. OWN
applicator tubg test for Senior-Use Effectivencss ]
40 CFR 157 Evaluation of the iml applicator wbe with 0.67 ml water, 3 48410007 Virbac AH, inc. OWN
applicator tube test for Child-Resistaut Effectiveness
40 CFR 157 Evaluation of the Im! applicator tube with 0.67 1l water, 3 48410008 Vithac AH, Inc. OWN
applicator tube test for Senior-Use Effectivencss
40 CFR 157 Evaluation of the 3mi applicator tube with 1.34 ml water, 3 48410009 Virbac AH, Inc, OWN
applicator tube test for Child-Resistant Effectiveness -
40 CFR 157 Evaluation of the 3ml applicator tube with 1.34 mi wuter, 3 48410010 Virbac AH, Inc. OWN
applicator tube test for Senior-Use Effectiveness ]
40 CFR 157 Evahation of the 3ml applicator tube with 2,68 il water, 3 48410011 Virbac AH, Inc. OWN
applicator tube test for Child-Resistant Effectiveness
Siguature . Name and Title Dale
) Craig Parks December
/ : é ‘: Vice President, Resecarch & Developmen! 20,2011
7 ]
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Form Appeoved OMI No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

A 401 M Street, S-w.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for ihis coliection of information is cstimated to average 0.25 hours per response lor registration activities and 0.25 howrs per response
for reregistralion and special review activities, including time for reading the insiruction and completing the neccssary forms. Send contnents regarding the burden estimate or any other aspect ol this

collection of information, including suggesiions for reducing the burden 1o Director: OPPE Inforntalion Managoment Division (2137) U8, Environniental Protection Agency, 401 M Steet, S.W.,
Washington, DC 20460, Do ot sead the Form to this address.

DATA MATRIX
Datc December 20, 201 1 EPA Rep, MNo/File Syimbol 2382-TBA Page 4 of 9
Applicant’s/Registrant’s Nane & Address Produet;
Virbac ALL Ine
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Engredient: Fipronit, Pyriproxylien
Guidetine Guideline Study Name MRID Number Subnlitter Status Note
Referenee Number
40 CFR 157 Evaluation of the 3ml applicator tube with 2.608 ntl water, 3 48410012 Vitbac AH, Inc. OWN
applicator tube st for Scnior-Use Effectiveness
40 CFR 157 Evaluation of the !ml applicator tube with 4.02 mil water, 3 484106013 Vibae AH, Inc. OWN
applicator tube test for Child-Resistant Effectiveness
40 CFR 157 Evaluation of the Iml applicator tube with 4.02 m! water, 3 48410014 Virbac All, Inc. OWN
applicator tibe test for Senior-Use Effectiveness
40 CFR 157 Evaluation of the 3ml applicator tube with 2.68 ml water, 1 48410015 Virbac AH, litc. OWN
applicator tube test for Seuior-Use Effectiveness
40 CFR 157 Evaluation of the 3m! applicator tube with 2,68 ml water, 36 48410016 Virbac AH, Ine, OWN
applicator tube test for Senior-Use Effectivencss
40 CFR 157 Evaluation of the 6utl applicator tube with 4.02 nif water, 6 48410017 Virbac AM, L. OWN
applicator tube test for Senior-Use Effectiveness
Signature Namc and Titie Date
Cralg Parks Decentber
//4&;/4} é ﬁ Vice President, Rescarch & Developiient 20, 2011
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Page 142*Confidential Statement of Formula may be entitled to confidential treatment*
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Fee for Service] 1908748U~

This package includes the following for Division

®New Registration | °AD
©BPPD

®*RD

© Amendment

“Studies?  UFee Waiver?

Ovolpay % Reduction:

Risk Mgr. 10

Receipt No. S-| 908748
EPA File Symbol/Reg. No. 2382-RIO
Pin-Punch Date: 12/20/2011

—  This item is NOT subject to FFS action.

S — ACt[OnCOde- Parent/Chlld DeClSlOl’]S:

e RTA)
FLO

Requested:

Granted:; Z’S O
Amount Due: $_ Y507 gD

2 Inert Cleared (jn nded Use Uncleared Inert in Product

/1/{3 Date: /%é%(

Reviewer:

Remarks:
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PRIA 2 - 21 Day Content Screen Review Worksheet

(EPA/OPP Use Only)
3/23/09
21 Day Screen Start Date: | 2-16 -1/
Experts In-Processing Signature: M Hanamsron Date ] 2-22Z-/[ FeePaid; Yes L/
Division management contacted on issues No Yes Date
EPA Reg. Number: 287 - R10 EPA Receipt Date: | 2-20-1]
1 Application Form (EPA Form 8570-1)(link to form) signed & complete
including package type X
Confidential Statement of Formula all boxes completed, form signed, and
5 dated (EPA Form 8570-4) (Link to form) K
a) All inerts (link to http://www.epa.gov/opprd001/inerts/), yes
including fragrances, approved for the proposed uses (see
Footnote A) x

Certification with Respect to Citation of Data (EPA Forn 8570-34) (Link to

3 form) completed and signed (N/A if 100% repack) >< i

Certificate and data matrix consistent

If applicant is relying on data that are compensable, is the offer yes | no

to pay statement included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)

4 | completed and signed (N/A if source is unregistered or applicant owns the X
technical)

Data Matrix (EPA Form 8570-35) (Link to forin) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% X

repack)

5 yes | no
a) Selective Method (Fee category expetts use) X

b) Cite-All (Fee category experts use)

c) Applicant owns all data (Fee category experts use)

6 (Electronic labels on CD are encouraged and guidance is available)( link to
hipr//www.epa.gov/pesticides/reguiating/registering/submissions/index.htim#labels

)

5 Copies of Label (link to http://www.epa.gov/oppfead /labeling/lrmy/) ,><
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Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to

http:/www.epa.gov/pesticides/regulating/tolerance petitions.htm} included
with petitions (link fo
hitp://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk.htmi)

Py

10

Required Data (link to
http://www.epa.gov/pesticides/regulating/data_requirements.htm) and/or

data waivers. See Footnote C.

a) List study (or studies) not included with application

147




Comments:

%jnm—\s uP?fboed foc nan'@aeci USe

p-w—: """" cac l(-- C‘f\ {Dq < 5
26-5  fags

e w6 YRLO 4 Zb9A]

!
f

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. 1f an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms. data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period. otherwise. the Agency will reject the

application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

3
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site [link to http://www,epa.gov/opprd00 1/inerts/lists.html} and if the inert is not
approved, to obtain the necessary inert approval prier to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site,
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessiment
Branch (IIAB) at inertsbranch @epa.gov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to

http://www.epa.cov/oppbppd /bionesticides/contacts _bppd.htm].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to hitp://www.epa.gov/opprd001/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

Puring the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4

149



3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain

25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the nunapproved inert from the CSF or replacing it with one that is
approved for the application’s 11ses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee

category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been

approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved mert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

5



3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical} new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A3531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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Bonaventure Akinlosoto

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk (REGFEE)
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

February 6, 2012.

2382-R10; Effipro Plus for Dog Revised Data Matrix.

Dear Bonaventure,

We received your email earlier today requesting the addition of citations to the Data Matnx for
the pending product listed above to include MRID numbers for studies supporting SAUE testing
with the 4.02 ml fill level tube and both the 1 and 36 tube count packages.

Please find a Data Matrix revised accordingly and dated February 6, 2012.

Note that we have emailed courtesy copies of these same documents to you in pdf format.

Best Wishes,

Craig

Craig Parks, DVM B
VP Research and Development

tedeow 4

3200 Meacham Blvd. » Fort Worth, TX 76137 Telephone:  (817) 831-5030 « (800) 338-3650 »
Fax (817) 831-8327



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S. W,
WASHINGTON, D.C. 20460

@ :

Foem Approaved QOMB Mo, 2070-0050

Papernurk Reduction Ay Novice: The public reporting burden iy this collection of informanion is estinaied (o average 0.25 hovre ner respouse Ior n,ys!rutmn nILIIVI(ILS and (.25 hotrs per response
for reregistralion and special review activities, including time for readiog whe instruction aed complting e neeessary fonns, Send contnends rugarduzg the burden estimate or any other aspect of this
colleclion of informaiion, inchuling suggesiions for reducing the burden to Direstor: OPPE Infonmmion Mimagement Division (2137) LS. Environnental Protection Ageney, 401 M Street, S W,

Watshington, DC 20460, Do ol send the fun e diis address,

DATA MATRIX

Dale: Fehruary &, 2012

IIPA I{Lg NO F!IL ‘:,«muﬂl 2382-RIO

Page | nf 9

Applicaut’s/Registrant’s Name & Address
Virhac A, Inc.

PO Box 162059

Fon Worth TX 76161

Product:

EFFIPROY PLUS TOPICAL SOLUTION FOR DOGS

Inpredien: Fipronil, Pyriproxyleu
P ¥yrip

Guidelioe Reference Ninnher ! Grideline Study Nane [ MRID Number Subwnitler Slatus | Now
Product Chemistey Test Guidelines
830.1530 Prochict Identity and Conposilion New Sitbmission Virhac A, Inc, OWN
830.1600 Deseription of Maierials Used New Subinission Virbac Al Inc. OWN
$30.1620 Description af Prodhiciion Process New Sitbmission Virbac AlL Inc. OWN
830, 1630 Description of Forooulation Process New Sitbmission Virbac AH, Inc, DHWN
830.1670 Deseription of Formation af lwprrilics New Submission Vidbac Al Ine. OWN
830.1700 5-Balch Apalysis New Submission Virbac A, Inc, OWN
§30.1730 Cerlified Limils New Submission Virbac Al Inc. OWN
$30.1800 Analylical Method New Sithmission Virbac Al Inc. OWN
830.6302 Color Neyw Sihmission Virbae AH, Inc, OWN
830.6303 Physical Stalg New Subtnission Virbac All, Tnc. OWN
$30.6304 Odor New Submission Virbac AH, Ine. OWN
830.6313 Metal Stability Virhac AN, Inc. NR
830.6314 Oxidation/reducilinn New Submission Virbac AH, Inc. OWN
§30.6315 Flammability New Submission Virhac All, Inc. CWN
830.6316 Lixplodability Virbae Al Inc, NR
830.6317 Storage siability To be condhcted Virbac A, Inc, OWN
Signalnre Name and Tithe Date
/ Craig Parks Fehruary 6,
Eé { Viee Presiden(, Researcl & Develupent 2012

ERA Voot 8570235 (0073 Blectanie sl Paper Verrions Avablable. Swbmil only Paper veesiug.

Ageaey Toterasl Hae Dopy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Farm Appraved OMN No. 20T0-0060

Paperwurk Reductinn Aet Natiee: The poblic reporling burden for this coliectinun of informaling is estimated to average (.23 hoors per respouse for n:gmlr’llmu uclivitics and 0.25 hours per response
lor reregistratiny ang speeial review aclivities, including lime or rending (e instruction and completing the neeessary forms. Send comments regarding (he burden estitnate or any other aspect ol thig
collectinn af information, includiag suggestions tor reducing twe burden  Director: OPPE Informatinn Mavagement Division (2137) Uiz nwmnmcnldi Protection Agency, 401 ¢ Streel, 8.W,
Washinglon, DC 20460, Do not send the form (o this address. .

DATA MATRIX S LT

Dale February 6, 2012 EF'A Reg, Niu/File Syinol 2382-RIO Page 2 of O
ApplicantCs/Registrant’s Neaune & Address Produet:
Virhac AH, inc
PO Box 162059 ) GFEIPRO™ PLUS TOPICAL SOLUTION FOR DOGS
Forl Worll TX 76161
Ingredient; Fipronid, Pyriproxyfen
Guideline Reference Nwinher Guideline Stody Name ML Numher Suhumitler Shalns Mule
830.7100 Viscosity New Snbimission Virhac All, lne. OWN
830.6316 Miscibility Virbac Al, inc. NR
830.6320 Corrosion chitracteristics T'o be condneletl Yirbac AH, Ing, OWN
830.6321 Diclectric breaktlown voliage Yirbac All, Inc. NR
830.7000 pl New Subission Virbac Al Inc. OWN
830.7300 Density, bulk densily, or specific pravity New Stbimission Virbac A, Ine. OWN
8307320 Piarticle Size distritnidion Virbac A, Ine, NR
40 CI'R 158.340 Toxicology Data Requircments
8701100 Acutc oral Loxicily New Submigsion Virbac AH. Inc. OWN
870.1200 Acule dermal toxicity New Subrnission Virbac All, Inc. OWN
870.1300 Acnle inhalation toxicity Whaiver requesied Virboc AH, Inc,
870.2400 Primary eye irritation New Submission Virbac Al Ine. OWN
870.2500 Primary tlermal irvitation New Submissian Virbac AH, lue. OWN
870.2600 Dernntl sensilization New Snbmission Virbac AH, Inc. OWN
Signature Name aned Tide Date

Craig Parks February 6,

Vice President, Reseurch & Develyunent 2012

A
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

-~

Parm Appewel OMR No, 20T0.0060

Faperwork Reduclion Act Nutice: The public reporting burdea lor this callectian of itforntation is estimated 10 average 0.25 holirs her response mr lnglslmlloq ot lmes and 0.25 hotrs per response
for rerepistratioa ad special review activities, including titne for reading the inslruclion and completing The neeessary Furmis, Send comitents IL&(IrdIIIg the Durden cstimale or any oller aspeet of (his
collection ol inlonnation, inchiding suggestions lor reduciag the burden to Dircetor: OPPE nlormatiop Management Divisiou (21373 1.8, Euvironinealal Protection Agency, 40 M Streel, S.W,

Washington, DT 20460. Do not send the form lo (his address.

DATA MATRIX ;
Dale: Febmary 6, 2012 FPA R.uL, Nu, #File S,/m.ml 2382-RIO Page 3 of 9
Applicant’s/Roegistrant’s Name & Address Prodnet:
Virbac AH, Ing
PO Box 162059 EFRIPRO* PLUS TGPICAL SOLUTION FOR DOGS
Frrt Worlh TX 76161
Ingredicnt: Fipranil, Pyriproxylen
Guideling Reference Number Guideline Sindy Nane MRID Nuntber Suhnitter Stams  § Nole
Efficacy and Safety Data
8707200 Dog salety 43444905 Merial OLD
870.7200 Dogp salely 43377711 Merial oLD
§70.7200 Dog salely 13863802 Merinl oLD
870.7200 Dog salety 43121110 Merial OLD
870.7200 Dog salety 43121111 Merial OLD
870.7200 Dixg safety 45620507 Merinl PAY
870.7200 Dog salety 43396408 Ecto Development Corporation QLD
870.7200 Dog safely 43612601 Ecio Development Corporation OLD
B70.7200 Dog salety 44900902 Virbae Al Inc. OWN
§70.7200 Dag salety 440900903 Virbac A, Tne. OWN
870.7200 Dog safety 42178309 Sumtitomo Cliemical Company, L. QLD
870.7200 Dog salety New snbmigsion Virbue Al, lac, OWN
810.3300 EMicacy 3121114 Merial OLD
810.3300 LElticacy 43121115 Merial QLD
810.3300 Ellteacy 43121116 Merial OLD
810.3300 Ellicacy 43121117 Merial OLD
810.3300 Lilficacy 43121118 Merial OLD
810.3300 Elficacy 4312119 Merial oLD
810.3300 Iifficacy 431217120 Merial OLD
Siganlnre Nane amd Title Date

ey

Cruig Parks
Vice President, Rescarch & Developient

February 6,

2012
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Farw Apprival DM No, HS0-ED

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Strect, S.W.
WASHINGTON, D.C. 20460

%

Paperwoark Rerfuelion Act Nntiee: The public reporling burdeg for dhis collection of informmation is estimued to average 0.25 Imnn ner ru,pmls;. or n.yslrlllioll aclivities and 0.25 hanrs per response
for reregistration and speeial review activities, incloding lime for reoding the instrugtion and completing the necessary forms. Send comineats regarding (the harden eslimale or any other aspee! of this
collectiom nf infarmation, inchiding snggestions lor redicing the bunfen lo Directar: OPPE lnhinnation Management Divigion (2137} U5, Environmental Prolechon Agency, 401 M Street, S.W.,
Washingtan, DC 20460, Do nat send the Torm (0 this address.

DATA MATRIX .o
Date:_Felrnary 6, 2012 EPA ILg Nn.iile s,;m haf 2382-RIO Page 4 of 9
ApplicantCs/Registrant’s Nanwe & Address Product. :
Virhae AH, Ine
PO Box 162059 EFFIPROY DLUS TOPICAL SOLUTION FOR DOGS
Forl Worth TX 76161
ingredient: Fipnmil, Pyrisroxyfen
Guideline Reference Number Guideliug Study Name MRID Numnber Subunilter Slalus | Nole
Efficacy and Safety Data
810,3300 Eflicacy 43121121 Meerial QLD
§10.3300 [ZMficacy 43121122 Merial QLD
810.3300 Elficacy 43444501 Merial QLD
810.3300 Eilicacy 43577701 Merial OLD
810.3300 Efficacy 43377712 Merial QLD
810.3300 lifficacy 13377713 ivierinl OLD
8103300 Elficacy 43951701 Merial OLD
£10.3300 Efficacy 4408890 Menal OLD
810.3300 Efficacy 46006002 Wellmeark International PLUBL
810.3300 Iifficacy 44900904 Virbae AH, Ing, OWN
810.3300 Efficacy 43020601 Virbac AH, Ing, OWN
810.3300 Elficacy Pending; submitted with OWN
Elfipro Plug Cat
Applicabion
81,3300 Hffieacy New submission OWN
Signature Nunsze und Title Date
/ . i C{aig Parl::s Fehmary 6,
ety Viee President, Research & Develapient 2012
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Form Approred GO0 Ne, 2070.0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

LW 401 M Street, S W.
WASHINGTON, D.C. 20460

Puperwork Reduction Act Nofiee: The public reporting burden for this collection of information is cstimated Lo average 0.25 hours PCT TCSPONse Tor n,gesrmlmn aolmllcs and {).25 howurs per response
firr reregistration and special review agtivitics, including time Far reading the instruetion and compleling the necessary forms, Seud comments regurding the burden eslimate or any other uspect of this
collection af infarmation, inchuding suggestions lor reducing the burden to Direclor: OPPE Information Management Division (21373 US. Environmenlal Prolection Ageney, 401 M Street, 5.W.,
Washinglon, 12C 20468, Do nnt send the Torm 1o (his address.

DATA MATRIX T -
Dnie February 6, 2012 P Reg, Nn/Ti i c -',fmhol 2382-RIC Puge 5 ol 9
Applicanl’s/Registrant’s Nome & Address Prodict '
Virbac Al Inc )
PO Box 162039 EFFIPROY PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth I'X 76161
Ingredient: Fipronil, Pyriproxyfen
Guideline Reference Nomber Guideline Study Name MRID Number Submiiler Stams | Note
B10.3300 Efticacy 44942011 - Merial PAY
S13.3300 LElficacy 44992106 Merial PAY
810.3300 Efficacy 45612701 Merial PAY
S10.3300 Efficacy 45618501 Merial PAY
810.3300 Eicacy 43620501 Meriul PAY
810.3300 EMcacy 43620502 Merial PAY
S$10.3300 liflicacy 95620503 Merial PAY
810.3300 LlTicacy 45620304 Merial PAY
810.3300 LilMcacy 43620503 ivierial PAY
810.3300 Llficwcy 43620306 Merial PAY
810.3300 LElficacy 43628101 Merial PAY
81{.3300 lTicacy 45628102 Merial PAY
81{0.3300 Eficacy 45628103 Merial PAY
810.3300 LMicacy 45628104 Merial PAY
§10.3300 EMicacy 43628103 Merial PAY
810.3300 LfTicacy 43628201 Merial PAY
810.3300 Lfficacy 43860001 Merial PAY
810.3300 LTicacy 45866902 Menial PAY
810.3300 Lfficacy 46019201 werial PAY
814.3300 ElTicacy 46019202 Merial PAY
Signature Name und Title Date
/ Craig Parks Fehrary 6,
. Vice Presideol, Rescarch & Develbpnent . 2012
fg el
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Form Approved 90N N, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460 - -

Paperwork Reductinn Act Nnlice: The poblic reporting burden Yor this collection of information is cstinwied o average (.25 bonrs per respmtse Tor regisfralion activities i 0.25 hours per response
lor rercgistration and special review aclivilies, inchawing time for reading the instruction and compleling (x: necessary fonns. Send conuments regarding (he burden estinale or any other aspect of 1his
collection of information, igchiding suggestians fir reducing the hurdea (o Dircclor: QPPE nfonnation Maeagemeot Division {2137) LLS. Enviroruiental Protection Agency, 401 M Street, W,
Washingion, DC 20460. Do not send the fonn 1o this address. e

DATA MATRIX L e

Date: Febmary 6, 2012 [P Reg No/Fie Symhal 2382-RI10 Ioge 6 of §

Applicant’s/Regisiraot’s Naow & Address Product: o

Yirbae AH, Inc

PO Box 162059 EFFIPRO™ PLLIS TOPICAL SOLUTION FOR DOGS

Fort Worlh TX 76161

Ingrediend: Figronil, Pyriproxyfen

Guideline Guidelioe Stndy Name MRID Number Suhmider Status | Nolo

Reference Numher

Child Resistant Packaging

40 CFR 157 Evaluation of dte 3 ml Applicator Tube with .34 ml waler, | 48095221 Virhac AH, luc, OWN
applicador aibe (esi for Chilil-Resistant Effectiveness

44 CFR 1537 Evahiatian of e 3 ml Applicatar Tube wich .34 ml waler, 6 48095222 Vitbue AH, Ine. OWN
applicaars (ube tese for Child-Resistant Effectiveness

40 CFR 157 Evalualiow of (he 3 m} Applicator Tube with 1,34 mi waler, 36 | 48095223 Virbac AH, luc, OWN
applicators iithe (est for Child-Resisian( Effeeliveoess

40 CFR 157 Fvaluation of (the 3 ml Applicator Tube with 1.34 ml waer, | 48095224 Virbac Alf, Inc, OWN
applicalor (ube lest far Senior-Use Elfecliveness

HICTFR 157 Evahaation of e 3 ml Applicatar Tithe with .34 ml waler, 6 48095225 Virbac Al1, Inc. OWN
applicalvrs aihe (est For Seninr-Use Effeciiveness

40 CFR 157 Evalation nf the 3 ml Applicator Tube wills 134 ml waler, 36 | 48095226 Virbac AH, Inc. OWN
applicalors ihe (esl for Seninr-Use Elfiectivencss

40 CFR 157 HEvahwdion of ihe 3 ml Applicator Tulie with 2.68m1 waer, | 48095227 Viwac AL, Ine, OWN
applicalor bR (es( far Chill-Resistunt Bffccdveness

Signature Name and Tifle Date

//’ i i g Craig Parijcs Fehnmary 6,
s 2o . Viee President, Research & Developmend 2012
EPA Form 8570-15 (97| Elecseonic and Paper Versioms Available, Subait only Papec versitm, Agency Intyrnal Hse Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460~ -

Form Appravel OvT Ne. 2070-0060

Paperwork Reilnction Act Netice: The pnblic repnrting burden fir this eolleetinn of information is estimated (o average 0.25-hoyrs per respunis:
lor reregistration and speeial review activitics, inehnfing time fivr reading ibe instrction and completing $he necessary forms.  Send comments regarding the burden estimule or any olher aspect nf this
collectivn oF information, inchiding snggestions For redweing the hinden (o Direcinr: OPPE (nformatinn Managemeni Division {2137) FLS. Environmienial Protection Agency, 301 M Street, SW,

Washinginn, DC 20460, Do not send (he Torm (o this abdress,

fiyr regssyriion wetivitics and 0.23 hours per response

DATA MATRIX R

Date Fehruary 6, 2012 [P/ Reg. No/Ciie Symbol 2382-RIO Page 7 ol 9

Applicunts/Regiswant’s Name & Address Produei: o

Virbuc Ak, lnc

PG Box 162059 EFFIPRO® PLEIS TOPICAL SOLUTION FOR DOGS

Fnrt Worlth TX 76161

Ingredient: Fipronil, Pyriproxyfen

Guideline Guideline Study Name MR D Nowmber Subnlitier Siaips Note

Reference Noumber

40 CFR 137 Evaiation of the 3 mi Applicator Tube with 2.68 mi water, & 48095228 Virbae Al4, inc. OWN
applicators wuhe test For Child-Resistant Elfectiveness

40 CFR 157 Gvamation of the 3 ml Applicainr Tube with 2,68 ml water, 36 48095229 Virbac Ald, Inc, OWN
applicators tube test fior Child-Resistant Effectiveness

40 CFR 1537 Gvalation nf the 3 inl Applicator Tulwe with 2,68 mi water, | 48095230 Virbac AH, lic. OWN
applicator hube test For Senior-Use GTectivencss

40 CFR 137 Evaluation of the 3 mi Applicator Tube with 2,68 mi waler, 6 48095231 Virbuc A, Inc. OWN
applicators tube test tor Senior-Use Effeclivencss

40 CFR 157 Gvaluation of the 3 mi Applicator Tube yeith 2.68 mi water, 36 48093232 Virbac Al Inc. OWN
applicators tube test for Senior-Use Effectiveness

40 CFR 137 Cvahiation o the 6 mi Applicator Tube with 4.02 mi water, | 480935233 Virbac A, inc. OWN
applicator tnbe fest Mo Child-Resistant Bffeciivencss

40 CFR 157 Evaluation of the & mi Applicator Tube with 4.02 mi water, 6 48095234 Virbac AH, e OWN
applicators mbe fest for Child-Resistant Effectivencss

40 CFR {57 Bvaluation of e 6 mi Applicator ‘Tnbe with 4.02 wl water, 36 48093235 Virbuc AH, e, OWN
applicators tube lest for Child-Resistant ffectiveness

Signat e Name and Title Dale

Craig Parks February 6,
/ | ,{4{.{5_ Viee President, Resenreh & Development 2012
e ard

FPA Form 8570413 {2-597) Vleciroiae and Papos Yersions Availahle. Snbioil only Faper veesion.

Agency leteroal Hse Copr
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Form Appeosal ONI Ne, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W. . .
WASHINGTON, D.C. 20460 RN
Puperwnrk Redoctinn Act Nutice: The puhlic repnrting burden [or ihis callectinn nf inforination is estimated (o pvernge 0.2 I|0||rs PEr respodise- iy rcgn(ralmu ;aclivities and 0.25 hours per respnnse
for reregistration and speeial review activilies, irreliding lime for reading (he instruction and completing the necessary lonns. "Send eoninents régarding e ‘bufiden estimate or any ollier aspeet ol this
collectivn nf information, inchnling snggestions (or redueing the burden i Direclor: OPRE tnformation Management Divigion (2137) US. Envirermiental Pritcedon Ageney, 401 M Street, S.W,
Washingtnn, DC 20460, Do net send the (orm (n this address.
DATA MATRIX N '

Dule Fehruary 6, 202 EPA Rt.g Nn fl ‘c ynll)ol 2382-RIO Page 8 of 2
Applicants/Registrant’s Name & Address Prodiré:
Virhac All, Ing
PO Box 162059 EFELPRO™ PLUS TOPICAL SOLUTION FOR OGS
Fnrd Worlli TX 76161
Ingredien( Fipnomil, Pyriproxyfen
Gnideline Guideline Suidy Nanie MR Minnhier Suhmider Sialns | Note
Relerenee Nimber
40 CFR 157 Evabmation of the Iml applicator pibe syith 0.67 mlyaler, | 48410001 Virbae Al Inc. OWN

applicalor tebe test Toy Child-Resislont Effecliveness
40 CFR 157 Evaluation of the Iml applicator lube with 0.67 wl water, | 48410002 Virbae AH, lic, OWN

applicator nbe test fior Senior-Use Effectiveness
40 CFR 157 Evalaation of the Iml applicaior iube with 0.67 ml water, 6 484 10#03 Virbae A, Ing, OWN

applicator bibe test lor Child-Resistant Liflecliveness
46 CIFR 157 Evamation of the Tml applicalor bibe witlh 0.67 il waler, 6 484 10004 Virbae Al Inc. OWN

spplicator tabe lest for Senjor-tse Effeclivencss
40 CFR 157 Evaluation af ibe 1wl applicator bibe with 0,67 ml waler, 36 48410003 Virbac AHl, lnc. OWN

spplicator tibe test for Child-Resistant Effectiveness
40 CFR 157 Evalualion of the fml applicator bibe with 0.67 ml waler, 36 48410006 Virbue AH, e, OWN

spplicator tube test for Senior-Use liffectiveness
40 CFR 157 Evamation ol'the Iml applicator tibe with (.67 ml vater, 3 48410007 Virbac All, Inc. OWN

applicatur Pibe test For Child-Resistant Cllectiveness
40 CER 157 Eyaluatinn of the Tml applientor iibe wilh 0,67 ml waier, 3 48410008 Virbae A, Ine, OWN

applicatnr labe lest lor Senior-Use Elfectivencss
40 CFR 157 Evsbiation of the 3wl applicator hibe svith £.34 wmlwvater, 3 4841 D09 Virbae AH, Inc. OWN

appiicator lube test for Child-Resistant Effectireness
40 CFR 157 Evslaation ol Ibe 3ml applicator ibe with 1.34 ml waler, 3 48410010 Virbac A, Inc. OWN

spplicator bibe fest for Senior-Lise Elfecliveness
40 CFR 157 Evaldation of the 3inl applicatur tibe swvith 2.68 ml waier, 3 48410011 Virbac Al, inc, OWN

applicator Inbe test for Child-Resistant Effectiveness
Signatre Name and lide Daie

Craig Parks Fehrnary 6,
,/w—f éé’_ Yice President, Research & Develapinent 2012
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Fornt Approved O8N, TO70060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460 .
Paperwork Reduetion Act Nolice: The public reporting burden for (his collection of infbrmalion is estimated o average 0.23 wonrs per response for regisication a ﬂLlIVIlICb wnd 0.25 hours per response
for reregistration and special review activities, inchnling timie for reading the instroetion and completing the neeessary forms. Send comments regarding e burden estimate or any olher aspect of this
collection of infirmation, inchiding sugpestinns lor reducing the burtlen to Dirceinr: OPPLE [nformalivn Maragement Division (2137) 1.5, Enviromnental Protection Agency, 401 M Streel, S.W,
washitiglon, DC 20460. Do not send the formn lo this uddress, .
DATA MATRIX S

Date Febnary 6, 2012 EPAReg Tio/Fil, Sl 2382-RI0) Page 9 ol 9
Applicant’s/Registrant’s Name & Address - Prodiél? c
Yirhac Al Inc
PO Box 1628059 EFFIPRO™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Worlh X 76161
Ingredient: Fipronil, Pyriproxylen
Guideline Guideline Sowly Nume MRID Numher Submitter Status Nole
Relerence Nmuber
40 CFR 157 Fyaluation of the 3ml applicalor mbe wilh 2.68 ml waler, 3 48410012 Virbac AH, Inc, OWN

applicator lube lest for Serinr-Use Effectivencss
40 CFR 157 Evaluation ol the Imi applicalor isbe wilh 4,02 mi walcr, 3 48410013 Virbae AH, nc. OWN

applicatur thbe tesl fbr Child-Resistant Effecliveicss
40 CFR. 157 Evaluation of the [m] applicator lube with 4,02 ml water, 3 48410014 Virbac AH, Inc. OWN

applicalor tibe tesl for Senior-Use Elfectiveness
40 CFR 157 Evalualim of the 3ml applicatr inbe with 2.68 ml waler, | 48410015 Yirbac Al Inc. QOWN

applicalor tbe test for Senior-Use Cilectiveness
40 CFR 157 Evaloativn of (he 3mi applicalor tibe with 2.68 ml water, 36 48410016 Virbac AH, ne. OWN

applicitor mbe test for Senior-Use Effectiveness
40 CFR 157 Evalwztion of the 6ml applicalor inbe wiih 4.02 ml waler, 6 48413017 Virbuc Al, Inc. OWN

applicator (e lest i Senior-Use Bllectiveness
40 CFR 137 Evaluntion of the éml applicalir tbe willt 4.02 mi waler, | 48093236 Yirbac AH, Inc. OWN

applicalor Inbe fest for Senior-Use Efflectiveness
40 CFR 157 Fovalnztinn of te 6ml wpplicator tnhe with 2.02 ml water, 36 48095238 Virbac All, Inc. OWN

applicator tabe lest Inr Seninr-Use Dlfectiveness
Signature Name and Tille Date

Craig Parks February 6,
4&7; é / Viec President, Research & Developient 2012
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P
AU paert® December 27, 2011 OFFICE OF CHEWICAL SAFETY
AND POLLUTION PREVENTION

VIRBAC AH, INC.

VIRBAC AH, INC.

13001 ST. CHARLES ROCK ROAD
BRIDGETON, MO 63044

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 20-DEC-11. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with Master
Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.

Z "% UMITED STATES ENVIRONMEMNTAL PROTECTION AGENCY
g ? WASHINGTOM, D.C. 20460
%, S

% ¢
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S ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

4
%4 ppoteS

WoEAY 9

A
W agenct

December 22, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-459013

EPA File Symbol or Registration Number: 2382-RIO

Product Name: EFFIPRO PLUS TOPICAL SOLUTION FOR DOGS
EPA Receipt Date: 20-Dec-2011

EPA Company Number: 2382

Company Name: VIRBAC AH, INC.

CRAIG PARKS, MS, DVM
VIRBAC AH, INC.

P.O. BOX 162059

FORT WORTH, TX 76161

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your application and certification of

payment. If you submitted data with this application, the results of the PRN-86-5 screen will be

communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code; R310

NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACY);

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362.

Sincerely,

7\—«./__2/@..1{
Front End Processing Staff
Information Technology & Resources Management Division
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48696900

December 20, 2011

Richard Gebken, PM 10

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk (REGFEE)
Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: EFFIPRO® PLUS Topical Solution for Dogs (EPA File Symbol 2382-TBA);
New Product Application.

Dear Mr. Gebken,

Virbac Animal Health (Virbac AH, Inc. P. Q. Box 162059, Ft. Worth, TX 76137,
{Company Number 2382}) is hereby submitting an application to register the spot-on pesticide
product EFFIPRO® PLUS Topical Solution for Dogs.

This product contains the active ingredients fipronil and pyriproxifen and is intended to
control fleas, ticks, mosquitoes, and other pests on dogs only.

Pyriproxyfen itself is registered alone and in combination with other active ingredients in
numerous end use products for spot-on insect growth regulator use on dogs.

As indicated on Form 8570-34, Virbac is using the selective method to address applicable
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93,
Offer to Pay letters are being sent to the submitters of data cited in Virbac’s application that were
onginally submitted within the past 15 years.

Below is a list of the components included with this application:

Cover Letter;

Transmittal Document;

Application for Pesticide Form 8570-1;
Confidential Statement of Formula-2 Copies;
Data Matrix Form 8570-4; (EUP and TGAI); ' -
Certification of Data Citation Form 8570-34; s foeT
Proposed Label - 5 copies; “ e

3 copies of bound PR 86-5 compliant study reports supporting registration;

Waiver Request for Acute Inhalation Study (attached to Cover Letter); *

Letter of Self-certification of Child-Resistant Packaging;

Fonnulator’s Exemption Form 8570-27; and

Copy of PRIA Check for category R-310 (§4807).

S A

WU AW

—_—
Do

3200 Meacham Blvd. ¢ Fort Worth, TX 76137 Telephone:  (817) 831-5030 o (800) 338-3659 1 64
Fax (817) 831-8327



Child-Resistant Packaging

EFFIPRO® PLUS Topical Solution for Dogs and will be marketed in single dose unit
applicators in packages of 1, 3, 6, and 36. These single dose applicators for the 0.67 ml, 1.34 ml,
2.68 ml, and 4.02 ml dose sizes have been previously tested, and CRP certification has been
accepted by EPA. All relevant test data supporting self-certification have been reviewed are and
cited in the attached Data Matrix. A self-certification letter is also attached.

PRIA Considerations

After reviewing the Agency’s PRIA category interpretations, we believe that thie R-310
PRIA category and a 6 month review period is appropriate for this product. Consequently,
please find a copy of one previously submitted check in the amount of $4807 to cover the PRIA
fee.

Should you have any questions about this appiication package, please do not hesitate to
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com.

Sincerely,

4

Craig Parks, MS, DVM
Vice President, Research & Development
Virbac Animal Health, Inc.

Attachments

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 ¢ (800) 338-3659 o
Fax (R17) 831-8327
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Virbac Effipro PLUS DOG
12/20/2011

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Virbac, Inc. (EPA Company Number 2382)

P.O. Box 162059

Fort Worth, TX 76161

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is an application to register an end use pro namely EFFIPRO® PLUS Topical
Solution for Dogs. Effipro® EFFIPRO® PLUS Topical Solution for Dogs contains the active
ingredients Fipronil and Pyriproxyfen.

SUBMITTAL DATE:

December 20, 2011

Volume Study Title MRID No.

1 Administrative Materials
Efﬁpro® Plus Topical Solution for Dogs

Group A Product Chemistry

2 OPPTS 830.1550, 830.1750, 830.1600, 830.1620, 830.1650, 48696901
830.1670
EFFIPRO® PLUS Topical Solution for Dogs

Group B Product Chemistry

3 OPPTS 830.6302, 830.6303, 830.6304
Determination of the Physico-Chemical Property 48696902
" Appearance (Color, Physical State and Odor)"

4 OPPTS 830.6314

Determination of Oxidation / Reduction (Chemical 48696903
Incompatibility)
5 OPPTS 830.6315
Deterrnination of the Physico-Chemical Property "Flash 48696904
Point"
6 OPPTS 830.7000
Determination of the Physico-Chemical Property “pH” 48696905
7 OPPTS 830.7100 48696906

Determination of Physico-Chemical Property "Viscosity”

8 OPPTS 830.7300
Determination of the Physico-Chemical Property 48696907
"Relative Density"
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Volume Study Title MRID No.
9 OPPTS 830.1700, 830.1800
Quantification of the Active Ingredients Fipronil and Pyriproxyfen 48696908
in Five Batches by Validated Methods
10 OPPTS 830.1800
' Enforcement Analytical Method — Quantification of the Active 48696909
Ingredients Fipronil and Pyriproxyfen
Acute Toxicity
11 OPPTS 870. 1100
Acute Oral Toxicity Study in Rats — Up-and-Down-Procedure 46696910
12 OPPTS 870.1200
Acute Dermal Toxicity Study in Rats 48696911
13 OPPTS 870.2400 .
Acute Eye Trritation Study in Rabbits 48696912
14 OPPTS 870.2500
Acute Dermal Irritation Study in Rabbits 48696913
15 OPPTS 870.2600
Contact Hypersensitivity in Albino Guinea Pigs, Buehler Test 48696914
Product Performance
16 OPPTS 810.3300
Summary of Efficacy Data for EFFIPRO® PLUS Topical Solution 48696915
for Dogs
Product Safety
17 OPPTS 870.7200
Summary of Companion Anjmal Safety Data for EFFIPRO® 48696916

PLUS Topical Solution for Dogs
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Please read instructions on reverse before completing form Form Approved, OMB No. 2070-0060, Approval expires 5-31-98

i 1 QFP Identifi
United States X| Registration entifler Number

F 3 1
, Amendment
\"’EPA. Environmental Protection Agency

Other
Washington, DC 20460

Application for Pesticide — Section |

1. CompanyfProduct Numher 2. EPA Product Manager 3. Proposed Classification
Virbac AH, Inc./ 2382- TBA Richard Gebken
4. CompanyiPreduct (Name) PM # None D Restricted
EFFIPRO PLUS Topical Solution for Dogs to
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(2)
Virbac AH, Inc {b)(i), my product is similar or identical in composition and labeling
P.O. Box 162058 to:
Fort Worth, TX 76161 EPA Reg No.
D Check if this is a new address Pioduct Name

Section - |
D Amendment — Explain below D Final printed labels in response to

Agency letter dated

EI Resubmission in response to Agency letterdated I:' “Ma Too" Applicalion

D Notification ~ Explain below Other — Explain below

Explanation: Use additional page(s) if necessary. (For Section | and Section I1.)

Application for registration. PRIA Category R310. Please refer to attached letter

Section il
1. Material This Product Will be Packaged in:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes Yes Yes | ] Metal
No No %1 no Plastic, PETE
. | Glass
*Ceartiffcation must If*Yes" Ne. per If “Yes® No. per Paper
be submitted Unit Packaging wat. container | Package wgt container E Other (Specify)
0.67ml, 1.34 mi, 1,3,6,36
2.68 ml, 4.02 ml
3. Localion of Net Contents Information 4, Size(s) Retaill Container 5. Leocation of label direclions
Label ‘ Container 1, 3,6, 36 ml tubes On Label
X { On Label accompanying product
6. Manner in Which Label is Affixed to Product | % | Lithograph {__| Other
|| Paper glued
Stenciled
Section IV

1. Contact Person (Complete items directly befow for identification of individual to be contacted, if necessary, to process this application.)
Name Title Telephone No. (Include Area Code)
Craig Parks, MS, DVM Vice President of Research and £582-647-3576

Development,

Virbac AH, Inc.

Certification 8. Date Application

I cerfify that the statements I have made on this form and all atiachinients tkerelo are true, accurate and complete. Received
I acknowledge that any knowingly Ialse or misleading statement may be punishable by finc or imprisonment or
botk under applicalsfe faw
2. Signalure 3. Title {Stamped)

Vice President of Research and Development, '

/ . Virbac AH, Inc.
coy pd

4. Typed Name 5, Date
Craig Partks, MS, DVM 12-18-11 s
EPA Form 8370-1 (Rev. 8-94) Previous editions are obsalcte. White — EPA File Copy {Original}  Yellow — Applicant Copy

168




Form Approved QOMB Nos. 2070-0060; 2070-0057; 207C-0107; 2070-0122; 2070-0164

;@"g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
a‘s“_,.-! 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The pubtic reporting burden for this collection of infonmation is cstimated 1o average 1.25 hours per response for registration
and 0.25 hours per responsc [or reregistration and special review activitics, including tme for reading the instructions and completing the necessary fonns, Scnd
comments regarding burden cstimale or any other aspeat of this collection of infonmation, including suggestions for redhicing the burden to: Dircctor, Collection
Strategics Division (28227), U.S. Fuvirommental Proteetion Agency, 1200 Pennsylvania Avenue, NLW., Washinpton, DC 20460. Do not send the completed fonn
1o this address.

Certification with Respect to Citation of Data

Applicant’s/Regisirant's Name, Address, ant Telephone Number EPA Regisfration Number/File Symbol
Virbac AH, tnc./ PO Box t62053 Fort Worth TX/ 682-647-3576 2382-TBA

Active Ingredient(s) and/or representative test compound(s) Dale

Fipronil, pyriproxyfen tar1ei11

General Use Patternis) (lisl all those claimed for this product using 40 CFR Part t58) Product Name

indoor residential EFFIPRO PLUS Topicat Sofution for Dogs

NOTE: If your product is & 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need lo
submit this form. You musl submit the Formutator's Exemption Statemenl (EPA Form 8570-27).

I 2 responding to a Data-Callin Notice, and have included with this form a list of companies sent offers of compensation {the Dala Matrix form should
D be used for this purpose).

SECTION I: -METHOD OF DATA SUPPORT {Check one melhod only)

I am using the cte-all method of support, and have included with Ihis form | am using the seleclive method of support {or cite-all option
I:I a list of companies sent offers of compensalion {(lhe Dala Matrix form under Ihe selective method), and have included with this form a
should be used for this purpose). compleled list of data requirements (the Data Matrix form must be
used).

SECTION {l: GENERAL QOFFER TO PAY

{Required if using the cite-all method or when using the cite-all option under the selective method lo satisfy one or more data requirements]

D I hereby offer and agree lo pay compensalion, to other persons, with regard to the approval of this applicalion, to the extent required by FIFRA.

SECTION lll: CERTIFtCATION

I certify that this applicalion for registration, this form for reregisiration, or this Data-Call-In response is supporied by all data submitied or ciled in the
application for regislration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section |, this applicafion is supporied by all data in the Agency's fites that (1) concem the properties or effecls of this product or an idenlical or
substantially similar producl, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitled under the data
requirements in effect on the date of approval of this application if the applicalion sought the initial regisiralion of 2 product of identical or similar composilion and

uses.

| certify that for each exclusive use study cited in support of lhis regislration or reregistration, Ihat | am the onginal dala submitter or thal | have obtained
the wrillen parmission of the original data submitter Lo cite that sludy.

| certify that for each study cited in support of this registration or reregislration that is not an exclusive use study, either: (a) | am Ihe oniginal data
submilter; (b} | have obtained the permission of the oniginal data submitter lo use the study in support of this application; (¢) alt peniods of eligiblity for
compensalion have expired for the sludy; {d) the study is in the public literalure; or (g} | have notified in writing the company that submilted the study and have
offered (1) fo pay compensation to the exlent reguired by seclions 3(c)( 1){F) and/or 3(c){2)}{B) of FIFRA, and (i} fo commence negotiations to delemine lhe
amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all inslances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3{cX1)XF) andfor 3(c¥2XB) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce such
avidence to the Agency upon reguesl, | understand that the Agency may initiate action to deny, cancel or suspend the regislralion of my producl in conformily with
FIFRA.

t certify that the statements | have made on this form and alt attachments to it are true, accurate, and complete. | acknowledge that any
knowingly false or misteading statement may be punishable by fine or imprisonment or both under appticable law.

Signature / B Z i Dale Typed or Printed Name and Title
M t2/19/t1 Craig Parks, VP of Research and Developmenl

EPA Form 8570-34 (12-2003;} Electronic and Paper versions available. Submit only Paper version.
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*Product ingredient source information may be entitled to confidential treatment*

Fonn Approved. .AB No. 2070-0060. Approval expives 5-31-98

United States
- Envircnmental Protection Agency
WEm Washinglon, DC 20460
Formulator's Exemption Statement
(40 CFR 152.85)
Applicant’s Nanme and Address EPA File Symbol/Registration Number
Virbrac Animal Healtht 2382-TBA
P. G. Box 162(:59 Product Name
Ft. Worth, TX 76137 EFFIPRO PLUS TOPICAL SQLUTION FOR DOGS
Date of Confidential Slatemeut of Formula (EP.4 Form 8570-4)
QOctober 21, 2011

As an authorized representative of the applicant for registration of thie product identified above, | certify that:

(1) Tlis product contains the following active ingredient(s):pyriproxifen

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the
manufacturing, formulation or repackaging anotlier product which contains that active ingredient which is registercd under FIFRA

Section 3, is purchased by us from another producer, and is labeled for at least each use for wlhich niy product is proposed to be
labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:

(A) An accurate Confidential Statenient of Fornwla (EP4 FORM 8570-4) for the above identified product is attached to this
statement. That formula statement indicates, by company name, registration number, aidl product name, the source of the
active ingredient(s) listed in paragrapli (1)

OR

I:l (B) Tlie Coufidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete,
current, and accurate and contains the infonuation required on the currcnt CSF

(4) The following active ingredients in this product qualify for the formulator’s exeniption

Source

Active Ingredient Product Name Registration Number

Pyprosifen P |

Name and Title Date
. é f: Vice President, Research & Development Decentber 19, 2011
Signature - j SR

EPA Form 8570-27 (Rev. 8-95) N While - EPA cof
) Py
’ I Ycllow - Applicant copy

*U.8. GPO: 1995-388-820/20413 1 70



December 19, 2011

Richard Gebken, PM 10

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk

Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: Child Resistant Packaging Certification
EFFIPRO® PLUS Topical Solution for Dogs;
EPA Reg. No. 2382-NEW

Dear Mr. Gebken:

I certify that the packaging used for the following product meets the standards of 40 CFR 157.32,
including the revised standards in 16 CFR 1700.15(b), when tested by the revised testing
procedures in 16 CFR 1700.20, as published in 60 FR 37710 (July 21, 1995).

e EFFIPRO® PLUS Topical Solution for Dogs (EPA Reg. No. 2382-NEW).

Virbac Animal Health (Virbac AH, Inc. P. O. Box 162059, Ft. Worth, TX, 76137; (Company
Number 2382) is submitting this child resistant packaging certification to support the pending
new product application filed on the above date for EFFIPRO® PLUS Topical Solution for Dogs
(EPA Reg. No. 2382-NEW).

Should you have any questions about this letter, please do not hesitate to contact me via
telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.cont.

Sincerely,

e

Craig Parks, MS, DVM
Vice President, Research & Development
Virbac Animal Health, Inc.
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Waiver Request
Registrant: Virbac Animal Health, Inc.
Acute Inhalation Study (OPPTS 830.1300).
Effipro Plus Topical Solution for Dogs.

The Effipro” Plus Topical Solution for Dogs product is composed of 9.7% w/w of
the active ingredient fipronil and 2.9 % w/w of the active ingredient pyriproxifen. This
product is packaged in single use non-refillable applicators that are intended for one time
only spot-on applications to dogs.

The potential human inhalation exposure to this preduct is expected to be
neglible. Only very small amounts of product are applied per application, depending the
weight of the animal. Based on packaging considerations described in the proposed
product labeling, the maximum volume of Effipro® Phus Topical Solution for Dogs that
can be administered at one time to a dog using the largest available applicator size is
approximately 4.0 ml. This application volume represents the worst case because it is the
dose that is recommended only for use on dogs weighing more than 89 pounds.
Therefore, according to the proposed label, a great deal of anticipated product use will
occur at much lower volumes on smaller dogs.

Furthermore, the measured vapor pressure of both of the active ingredients,
fipronil and pyriproxifen, are extremely low (2.8 x 10”7 mm Hgat 25 Cand 1.0 x 107 mm
Hg at 25°C, respectively), indicating that both active ingredients are essentially non-
volatile and are therefore not expected to vaporize from the skin of the treated animal
following application. The active ingredients will therefore not be available for inhalation
after application according to label directions. Finally, the method of applying the liquid
product directly to the pet creates no particulates, aerosols, or other respirable matter.
Therefore, based on the criteria provided by the Agency in 40 CFR 158.500, footnote 4
under the Toxicology Data Requirements, a waiver of the acute inhalation study for these
products is appropriate. '

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 e (800) 338-3659 «
Fax (817) 831-8327
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R 310

End Use (EP) or Manufacturing Use (MP) product or Technical Grade of the Active Ingredient (TGAI).

Must submit Group A and B pro
identical cepack): __YES or

~t chemistry data for each proposed product unless it's a 100%
O ) (circle ong)

EP Data MP Data

Guideline | Group A: Product Chemistry Data Submitied | Submitted | TGAI
No. Study Title Yes 'No Yes |No |Yes | No
830.1550 | Product Identity & Composition N

Description of materials used to
830.1600 | produce the product \,>(
830.1650 | Description of formuiation process N
830.1670 | Discussion on the formation of impurities |
830.1700 | Preliminary analysis N/
830.1750 | Certified limits (158.345) Lo
830.1800 | Enforcement analytical method >v y

EP Data MP Data

Guideline | Group B: Product Chemisiry Data Study | Submitted | Submitted | TGAI
No. Title Yes [No |Yes [No |Yes |No
830.6302 | Color X
830.6303 | Physical State N
830.6304 | Odor

Stability to normal and elevated
830.6313 | temperatures metal and metal ions

Oxidation/Reduction
830.6314 | {(Chemical incompatibility) ¢
830.6315 | Flammability N %‘_L}"J 2
830.6316 | Explodability KL A
8306317 | Storage stability X |
830.6319 | Miscibility S
830.6320 | Corrosion Characteristics A
830.6321 | Dielectic Breakdown Voltage X
830,7000 | pH N
830.7050 i UV/ Visible Absorption
830.7100 | Viscosity
830.7200 | Melting Point
830,7220 | Boiling Point
830.7300 | Density
830.7370 | Dissociation Constant
830.7550 | Partition Coefficient
830.7840 | Water Solubility
830.7950 | Vapor Pressure

Grayed out = data not required
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R310

New products must either: 1) supply the product specific acute toxicity é pack data (listed below),
or 2) provide a bridging rationale document. The bridging document directs OPP to use a currently
registered set of 6 acute toxicity data and label; instead of submitting product specific data.

Lot a3 e:;:g:{}u-ﬁwz

Data
Guideline | Acute toxicity (6 pack) submitted Cited
No. Study Tiile Yes |[No  Ives [No
870.1100 | Acute Oral (LD50) hYa
870.1200 | Acute Dermal (LDSO) ¢
870.1300 [ Acute Inhalation (LC50) ‘>(
870.2400 | Acute Eye Iritation >(J
870.2500 | Acute Dermal Irritation o
870.2600 | Dermal Sensitization )Y

Efficacy - which guideline is used depends on the proposed label use

Data

Guideline submitted Cited
No. Study Title Yes | No Yes | No | Comments
810.3100 | Soil Treatments for Impocrted Fire Ants

Livestock, Pouliry, Fur and Wool-8earing
813.3200 | Animal Treatments

Treatments tc Control Pests of Humans

and
870.3300 1| Peis

Mosquito, 8lack Fly, and Biting Midge
810.3400 | (Sand Fly) Treatments
810.3500 | Premises Treatments
810.3600 | Structural Treatments

Methods for Efficacy Testing of Termite
8103.3800 | Baits
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December 15, 2011

U.S. Bank

Government Lockbox 979074
1005 Convention Plaza
SL-MO-C2-GL

St. Louis, MO 63197

RE: Checks for 2011 PRIA Fees; Virbac AH, Inc. (EPA Co. Number 2382)

Dear Sir or Madam:

Please find enclosed two (2) checks numbered 1013436 and 1013437 made out to the
Environmental Protection Agency (EPA) which are both in the amount of $4,807.00. These
checks fulfill the financial obligations in support of two amendments, to be registered under the
company Virbac AH, Inc. (EPA Company Number 2382) Also attached for reference are copies
of the EPA Form 8570-1 with inforniation on the registration of the two products with EPA.

Should you have any questions about this payment, please do not hesitate to contact me via
telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com.

Sincerely,

AL

Craig Parks, MS, DVM
Vice President, Research & Development
Virbac Animal Health, Inc.

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 = (800) 338-3659 o
Fax (817) 831-8327 1
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“Commercial/financial information may be entitled to confidential treatment*
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Forn Apgroved OMU No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2

R 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduetion Act Notice: The public reporting hurden for this collection of information {s estimated (o average 0.25 hours per response for regisiration aclivities and 0.25 hours per respouse
for reregistration and spevial review activitics, including linge for reading the instruction and conipleting the necessary forms, Send comments regarding the burden estimate or any olher agpeet ol this

collection of information, including suggestions for rechicing the burden (o Director: OFPEE Informalion Managemen! Division (2137) U.S. Environmeital Protection Agency, 401 M Sireel, S.W,

Washington, DC 20460, Da nol send the form to (his address.

DATA MATRIX
Date: December 20, 2011 EPA Rep. No./File Symbol 2382-TBA Pape Lol
Applicant"s/Registranl’s Nanie & Address Product:
Virbac AH, Ine.
PO Box 162059 EFFIPRO¥ PLUS TOPICAL SOLUTION FOR DOGS
Farl Worth TX 76161
Ingredient: Fipronil, Pyrproxyfen
CGuideline Reference Number f Guideline Study Name | MRID Number Submiller Status Nole
Product Cliemistry Test Guidelines
830.1550 Produet 1dentity and Ceposition New Submission Virbac AH, luc. OWN
830.160¢ Description of Matcrials Used New Submission Virbac AH, lac. OWN
30,1620 Description of Production Process New Stibniigsion Virbac AH, Inc, OWN
830.1650 Dcscription of Fonnulation Process New Sitbmission Virbac Al, Ine. OWN
830, 1670 Description of Formation of Impuritics New Subiniggiorn Virbac AH, Ing, OWN
§30.1700 3-Baich Analysis New Subiission Virbac AH, Inc, OWN
830.1750 Certified Limils New Subimission Virbuc AH, lac. OWN
30,1800 Analytical Mciiod New Subinission Virbac AH, lig, OWN
830.4302 Color New Submission Virbac AH, Inc. OWN
830.4303 Plysical Siatc New Submission Virbac AH, Inc. OWN
830.6304 Odor New Subiiisgion Virbac AH, lnc. OWN
8306313 Metal Srabiity Virtbac AH, lnc, NR
830,63 14 Oxidation/reduction New Submission Virbac AH, lac. OWN
§30.6315 Flammability New Submission Virbac AH, lug, OWN
830.6314 Explodability Virbac AH, Inc. NR
830.6317 Storage stability To be conducted Virbac Al, Inc. OWN
Signature Name and Title Date
Craig Parks December
/ . é i Vice Presidein, Research & Development | 26,261
/“7 " .

EPA Foum 8570-35 19-97) Blyeounie and Paper Versions Avadlable, Submiy only Papor version,

Ageney huteraal Hlse Copy
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Form Approved GATE Ne, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2
52

& 401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperwork Redaction Act Notice: The public reporting burden for this collection of information is estimated (o average 0.25 honrs per response for registratioo activities and 0,25 hours per response
for reregistration and special review activities, inchuling time for reading the instruction and completing the necessary forms. Send comments regarding the burden cstimme or any other aspeet of this
coliection of information, inchading snggestions Tor reducing the birden o Director: OPPE Information Manapeinem Division (2137) 1S, Environmental Protection Ageocy, 401 M Street, S.W.,
Washinglon, DC 20460. Do not send e Fami 0 this address.

DATA MATRIX
Date December 20, 2011 EPA Reg. NoJ/File Symbol 2382-TBA Pape 2 of 9
Applicam’s/Registrant’s Name & Address Produet:
Virbae Al Inc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
grediem; Fipronil, Pyriproxylen
Unideline Referenee Number Gnideline Sindy Name MRID Numher Submitter Slatus Note
830.7100 Viscosily New Snbimission Virbac AH, Inc. OWN
830.6319 Miscibility Vitbac AH, e, NRi
§30.6320 Corrosion characieristics To be conducted Virbac AH, Inc. OWN
830.6321 Dielectric breakdown voltage Virbac AH, Inc. NR
£30,7000 pH New Subinission Virbac AH, Inc. OWN
§30.7300 Density, bulk density, or specific gravity MNew Subiission Virhac Al, Iitc. OWN
8307320 Particle Size distribntion Virbac AH, Inc. NR
40 CFR 158.340 Toxicolopy Data Requircmcents
§70.1100 Acnte oral toxicity New Submission Virbac Al Inc. OWN
870.1200 Acnte dermal toxicity New Submission Virbac AH, Inc. OWN
870.1300 Acnte inhalation toxicity Waiver reguested Virbac AH, Ine.
870.2400 Primary cyc irritation New Submission Virbac AH, Inc. OWN
§70.2500 Primary dermal irritation MNew Snbimission Virbac AH, Inc, OWN
870.2600 Dermal sensitization New Submission Virbae AH, Inc. OWN
Signalure Name and Titke Date
Craig Parks Decemnber
/ . g f Viee Presidem, Research & Development 20,2011
T S
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Forms Agprotved GME No. 20760-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S, W,
WASHINGTON, D.C. 20460

&,

Paperwork Reduction Act Notice: The public reporting burden Far tliis collection of information s estimated 10 average 0.25 haurs per response for registration activiies and 0,25 lours per response
Tor rereistration and special review activitios, including vime for reading the fnstruction and complering 1he necessary forms. Send comments regarding the burden estimate or any ofher aspect of this
collection of infonnmion, including suggestions for reducing the burden to Bircctor: OFPE Inlormation Management Division (2137) LS, Environmental Iratection Apeincy, 408 M Sircet, S.W,,
Waslingion, DT 20460. Do not send (he form lo (his address.

DATA MATRIX
Dale: Decewnber 20, 201 EPA Rep. NoJFile Svinbal 2382-TBA Faye 3 ol D
Applicant’s/Regisirant’s Name & Addross Prodhict:
Vithac All, Inc
PO Box 162059 EFFHTRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredicin: Fipronil, Pyriproxylen
Guideline Reference Number Ciuideline Simdy Naine MRID Nuimber Suluniticr Slatus Nale
Efficaey and Salety Data
§70.7200 Dog safcty 43444905 Merial QLD
§70.7200 Dog safety 43577711 Merial oLD
§70.7200 Dog safcty 43863502 Merial OLD
§70,7200 Dog safcty 43121110 Merial OLD
870.7200 Dog safcty 43121111 Merial OLD
§70.7200 Dog safcty 45620507 Merial PAY
870.7200 Dog safety 43396408 Ecto Devclopinent Corporation QLD
870,7200 Dog safety 43612601 Ecto Development Corporation QLD
§70.7200 Doy safety 44900902 Virbac Al, Inc. OWN
870.7200 Dog safety 44900903 Virbac AH, Inc. QWN
8707200 Dog safcty 42178309 Sumitomo Chemical Company, Ltd. QLD
870.7200 Dog safety New submission Virbac AH, Inc. OWN
810.3300 Efficacy 43121114 Merial Q1D
816.3300 Efficacy 43121115 Merial OLD
810.3300 Efficacy 43121116 Merial OLD
814.3300 Efficacy 43121117 Merial QLD
8103300 Efficacy 43121118 Merial OLD
810.3300 Efficucy 43121119 Merial OLD
810.3300 Efficucy 43121120 Merial OLD I
Signanire Nane and Tile - o Dae
/ . f : C1_'aig P.'.u'%(s o - v Dc.;ckrf:er
il Vice President, Rescarch & Development o R A LA M N
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Form Approved ONEHI Ny, 2070-0{060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperworh Reduclion Aet Notice: The public reporting burden for (s colicction ol information is estimated 10 average 0.25 liaurs per respoinse lor registration activities and 0.25 liours per response
for reregistration and special review getivities, including 1ime for reading 1he instruction and completing (he necessary foing. Send conuments regarding tic burden estimate or any other aspeal ofthis
colleerion of information, including suggestions for reducing the burden 10 Dircetor: OPPE lnforntation Managerment Division (2137) U.S. Environnienial Protection Ageiiey, 401 M Strect, W,
Washinglon, DC 20460. Do noi send tic amm o this address.

DATA MATRIX
Date: Decenber 20, 2011 EPA Reg, No./File Symbol 2382-Ti3A Page 4 of §
Applicant’s/Regisirant’s Name & Address Praduict;
Virbae A, fic ;
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR 1DOGS
Foit Worlh TX 76161
lugrediein: Fipronil, Pyriproxyien .
Guideling Reference Numbur Guideline Study Nanie MRID Nuoniber Subiniticr Stalus Nole
Efficacy and Safety Data
§10.3300 Efficacy 43121121 Merial OLD
§10.3300 Eflicacy 43121122 Mcrial QLD
§10.3300 Efficucy 43444001 Meriad OLD
810.3300 Efficacy 43577701 Merial OLD
810.3300 Effieacy 43577712 Meriad OLD
810.3300 Efficacy 43577713 Merial OLD
510.3300 Efficucy 43951701 Merad OLD
810.3300 Efficacy 44088901 Merial OLD
10,3300 Efficucy 46006002 Welliaark International PUBL
810.3300 Efficacy 44900904 Virbac A, Inc. OWN
£10.3300 Efficacy 45020601 Virbac AH, Inc. OWN
810.3300 Efficacy Pendiag; submitted with OWN
Effipro Plus Cat
Application
810.3300 Efficacy New submission OWN
Sigmnure Name and Titie Date
/ . z g C_rai 2 i’ar%:s Beeemiber
rees Viee President, Rescareh & Bevelopment 20, 20414
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Form Approved GRIB Na, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
&

R 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwark Reduction Act Notiee: The public reporiing burden for {his colicetion of information is estimaled to average (.25 hours per response for registration activities and 0.25 hours per respontse
for rerepistration and special review activifies, ineluding time for reading the Instruction and completing the necessary forms. Scnd comments regarding the burden estimate or any olher aspect of this
collection of information, including suggestions for reducing the hurden 1o Director: OPPE Information Matagement Division (2137) U.S. Environmenial Profcetion Agency, 401 M Street, S.W.,
Washingion, 13C 20460. Do not send thie Form 10 ihis address,

DATA MATRIX
[Dake December 20, 2011 EPA Reg. No./File Syibal 2382-TBA "ape 3 of 9
Applicant’s/Regisirant™s Name & Address Product:
Virbac A, Inc
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredient: Fiproyil, Pyriproxyfen
Guideline Refcrenice Noinber Guideline Stody Name MRID Nember Sobmitter Staius Noite
810.3300 Efficacy 4454201 | Merial PAY
810.3300 Efficacy 44942106 Merial PAY
810.3300 Efficacy 45612701 Merial PAY
810.3300 Efficacy 45618501 Merial PAY
810,3300 Efficacy 45620501 Merial PAY
§10.3300 Efficacy 45620502 Merial PAY
810,3300 Efficacy 45620503 Merial PAY
810.3300 Efficacy 45020504 Mcrial PAY
810.3300 Efficacy 45620505 Merial PAY
§10.3300 Efficacy 45620506 Merial PAY
810.3300 Efficacy 45628101 Merigl PAY
810.3300 Efficacy 45028102 Merial PAY
8103300 Eificacy 45628103 Merial PAY
810.3300 Efficacy 45628104 Merial PAY
810.3300 Efficucy 45628105 Merial PAY
810.3300 Efficacy 45628201 Meriul PAY
810.3300 Efficacy 45866901 Merigl PAY
810.3300 Efficacy 4580649{)2 Merial PAY
£10.3300 Efficacy 46019201 Merial PAY
810.3300 Efficacy 46019202 Merial PAY
Sipnatore Name and Title Date
/ C{‘{lig Parks Degenber
. Vice President, Rescarclt & Develojument 20, 2011
Loy .
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Forme Approced OB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
&

4 401 M Street, S.W.
WASHINGTON, D.C. 20460

&

Paperwork Reduetion Aect Nofice: The public reporting burden [or this eollection of information is estimated to average .25 howrs per respouse for registration activities and 0.25 lours per response
lor rerepistration and speeial review ackivitics, including 1ime for reading 1he instruction and completing fhe necessary forns. Scud comunents regarding the burden estimate or any other aspect of this
colleclion of information, inctuding suggestions lor reduciug the burden to Dircetar: OPPE Infonnation Managenent Division (2137) LLS, Environmental Prolection Agcucy, 401 M Street, 5.W,,
Washingtan, DC 20460. Do not send the Tonn to this address.

DATA MATRIX
Date: December 20, 2011 EPA Reg. No./File Symbol 2382-TBA Page 6 of 9
Applicant’s/Registrant’s Naine & Address P'roduet:
Vithae A, Ine
PO Box 162059 BFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS
Fart Worth TX 76161
Ingredicnt: Fipranil, Pyrigroxylen
Guideline Guideline Study Name MRID Number Subinitier Status Note
Reference Nuniber
Child Resistant Packaging
40 CFR 157 Evaluation of the 3 mi Applicator Tube with 1.34 mi water, ! 48095221 Virbac AH, inc. OWN
applicator hube test for Child-Resistant Effectivencss
40 CFR 157 Evitluation of the 3 wtl Applicator Tube with 1.34 m! water, 6 48095222 Virbae AH, Inc. OWN
applicators tibe test for Child-Resistant Effectivencss
40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 m! water, 36 | 48095223 Virbae AH, lnc. OWN
apnlicators hibe test for Child-Resistant Effectiveness
43 CFR 157 Evaluation of the 3 mi Applicator Tube witht 1.34 il water, | 48095224 Virbae AH, Inc. OWN
applicator tubce test for Senior-Use Effcctiveness
40 CFR 157 Evaluation of the 3 m! Applicator Tube with 1.34 m! water, 6 48095225 Virbac AH, Inc. CWN
applicators tube test for Senior-Use Effectiveness
40 CFR 157 Evaluation of the 3 mil Applicator Tube with .34 ml water, 36 | 48095226 Virbac AH, Inc. OWN
applicators tube test for Senior-Use Effectiveitess
40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68m! water, 48095227 Vithac AH, Inc. OWN
applicator tube test for Child-Resistanl Effectiveness
Signatore Neune and Title Bate
/ i z ’ Cfaig Parllis December
e Vice President, Research & Develapment 20,2011
EPA Fonu 8570-35 §9-97) Electrowic aud Paper Yetsiuns Acailablr. Submit only Paper version. Apeney Buternal Use Copy
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Form Approved GA No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2

Al 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwirk Reduction Act Notiee: The public reporting burden [or this collection ol information is extimated to averape 0,25 hours per response for regisiration activitges and 0.25 hours per response
Ior reregistration and special review activitics, including tine for reading the jnstruction and compieting the uecessary fonws. Send conunents reparding the burder estimale or any otlter aspect of this
collection ol information, including suggestions lor reducing the burdert 10 Dircclor: OFFE Inlormation Managentent Division (2137) U.S. Environmenial Protection Ageney, 401 M Streay, S.W,
Washingion, DC 20460. Do not send Hie form to this address.

DATA MATRIX

Date: December 16, 2011 EPA Rep. No/File Svinbol 2382-TBA Page 7 ol 9

Applicant’s/Registrant’s Name & Address Product:

Virbac Ak, luc

PO Box 162059 EFFIPROY PMLUS TOPICAL SOLUTION FOR DOGS

Fort Worth 'TX 76161

fitgredient: Fipronil, Myripraxylen

Gurdeline Guidelioe Stody Nane MRID Number Submipler Suug Note

Reference Nismber

40 CFR 157 Evalustion of the 3 ntl Applicitor Tube witht 2.68 ml water, 6 48095228 Yirbae AH, Inc. OWN
applicators tube test for Cltild-Resistant Effcetivenicss

40 CFR 157 Evaluationt of the 3 ml Applcator Tube with 2.68 il water, 36 48095229 Virbae AH, Iiec. OWN
ipplicators tube test for Child-Resistant Effectiveness

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, | 48093230 Virbac Al, Inc. OWN
applicator mbe test for Scnior-Use Effectivencss

44 CFR 157 Evaluation of the 3 ml Applicator Tybe with 2,68 ml water, 6 48095231 Virbac AH, Inc. OWN
applicators tube test for Seror-Use Effectivencss

40 CFR 157 Evahiation of the 3 (nl Applicator Tube with 2.68 ml water, 36 48095232 Virbac AH, Inc. OWN
applicators tobe test for Senior-Use Effectiveitess

40 CFR 157 Evaluation of the 6 ml Applicator Tube with 4.02 ml water, | 48095233 Virbac All, Inc. OWN
applicator hibe test for Clifld-Resistaitt Effectiveness

40 CFR 157 Evalnation of the 6 inl Applicator Tube with 4.02 ml water, 6 48095234 Virbac AH, Iic. OWN
applicators tube test for Child-Resistant Effcctivencss

40 CFR 157 Evaluation of the 6 m! Applicator Tube witl: 4.02 m! water, 36 48095235 Virbac AH, Inc. OWN
applicators tubge test for Child-Resistant Effoctiveness

Siguaure Name and Title Date

Craip Parks Decomber
/ : Vice President, Research & Develapmenl 20, 20101
Loy Bl
EPA Fann 8570-35 {997} Elecwonic ard Paper Yetsions Avaitable. Subnit ondy faper veesion. Apeiey Tacerial Uhe Copy
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Fornr Appraved OXB No. 2070-006{
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
& 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduciini Act Norice: The public reporting burden lor this cullection of information is esimaled o average 0,25 hours per vespanse for repistraiion activities and 0.25 hours per response
for reregistrmion and special review activities, ineluding time Yor reading the instruction and comnpleing the necessary forms. Send conunems regarding (he burden estimale or any oher aspeey of this
collection of infonumion, inchiding supgestions for reducing the burden to Direclor: OFPE Information Managemen Division (2137} U.S. Bnviroumental Protection Agency, 401 M Sireer, S.W.,
Washingon, DC 20460, Da no send the To 10 1his address.
DATA MATRIX

Dae: December 20, 2011 EPA Rep. No./File Symbol 2382-TBA Page 8 ol
Applican’s/Registram’s Name & Address Produet;
Vitbac A, Inc
PO Box 162059 EEFIPRO™ PLUS TOPICAL SOLUTION FOR DOGS
Foart Worth TX 76161
Ingrediem: Fipronil, Pyriproxyfen
Chiideline Guidcline Siudy Naine MRI Nmnber Subminer Staies | Nole
Relerence Nuwnber
40 CFR 157 Evaluation of the 1mi applicator tube with 0.67 mlwater, 48410001 Virbac AH, Inc. OWN

applicator mbe test for Child-Resistant Effcctivencss
40 CFR 157 Evshiation of the Imi applicator mbe with 0.67 mi water, | 48410002 Virbac AH, lnc, OWN

applicator tube test for Scnior-Use Effcetiveness
40 CFR 157 Evaluation of the !mi applicator tube with .67 mi water, 6 48410003 Virbac Al Inc. OWN

applicator tube test for Child-Resistant Effectivencss .
40 CFR 157 Evaation of the Iml applicator tube with 0.67 ml water, 6 48410004 Virbac AH, Inc. OWN

applicator hibe test for Senior-Use Effectivencss
40 CFR 157 Evahmation of the Iml apphicator tube with 0.67 ml water, 36 48410005 Virbac AH, Inc, OWN

applicator tube test for Child-Resistant Effectiveness
40 CFR 157 Evaluation of the Tl applicator tube with 0.67 mi water, 36 48410006 Virbac AH, Inc. OWN

applicator ube test for Senior-Use Effectiveness
40 CFR 157 Evaluation of the mi applicator tebe with 0.67 mi water, 3 48410007 Virbac AH, Inc. OWN

applicator tube test for Child-Resisiant Effectiveness
44 CFR 157 Evatuation of the Fml applicator tube with 8.67 mi water, 3 48410008 Virbac A, Inc. OWN

applicator mbe test for Scnior-Use Effectivencss
40 CFR 157 Evaluation of the 3l applicator tube with 1.34 mi waiter, 3 48410009 Virbac AH, Inc. OWN

applicator tube test for Child-Resistant Effectivencss
40 CFR 157 Evalpation of the 3ml applicator tubc with 1.34 ml water, 3 48410010 Virbac AH, Inc. OWN

applicator tube test for Senior-Use Effcetiveness
40 CFR 157 Evaluation of the 3ml applicator tube with 2.68 1l watcer, 3 48410011 Virbac AH, Inc, OWN

applicator tube test for Child-Resistant Effectiveness
Signalure Name and Title Bale

Craig Parks Deeember
/ : g 5 Viee Presiden), Research & Developuiment 20,2011
7 |
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Form Approved OMEB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
& 401 M Street, S.W.
WASHINGTON, D.C. 20460
Papervork Reduction Acl Notice: The public reporting burden for this collectiou ol information is esiimated (o average 0.23 hours per response for regisiration activities and (.25 haurs per response
(or reregistration and special review activilics, incinding time (or reading G instruction and complening die necessary forms. Send comments regarding e burden estimate or any other aspect of (his
collection of information, including suggestions for reducing the burden (o Dircelor: OPPE Infonmation Managemwent Division (2137} U.S. Environmental Provection Agency, 401 M Sueey, S.W.,
Washinglon, DC 20460. Do not send the lomn 1o 1his address.
DATA MATRIX

[ate December 20, 20101 EPA Reg. Na./File Symbol 2182-TBA Page 9 o9
Applicant’s/Registrant’s Naune & Address Product:
Virbac All, Inc
PO Box (62059 EFFIPRO® PLUS TOPICAL SOLUTION FOR ROGS
Fon Wonh (X 7ala6l
Ingredient: Fipronil, Uyriproxylen
Guideline Guideline Study Name MRID Number Submiler Sitps | Nete |
Reference Number
40 CFR 157 Evaluation of the 3ml upplicator tibe with 2.68 ml walcr, 3 48410012 Vithae Al, inc. OWN

applicalor tube test for Senior-Use Effectivencss
40 CFR 157 Evaluation of the Iml apphcator tobe witl 4.02 ml water, 3 48410013 Vithae AH, inc. OWN

applicator tebe test for Child-Resistant Effcetiveness
40 CFR 157 Evaluation of the 1ml applicitor tube witl 4.02 mi water, 3 48410014 Virbac AH, {nc. OWN

ipplicator (Bbe lest for Senior-Use Effecliveness
40 CFR 157 Evaluation of the 3l applicator (ube with 2.68 ml waler, 1 48410015 Vithae A, inc. OWN

applicator tube lest for Scnior-Use Effectiveness
40 CFR 157 Evaluation of the 3mli applicator (ube with 2,68 ml walter, 36 48410016 Virbac AH, inc. OWN

applicator ube test for Scnior-Use Effectiveness
40 CFR 157 Evaluation of the 6m! applicator wbe with 4.02 m! waier, 6 48410017 Virbac AH, Ine. OWN

applicator (Bbe lest for Scnior-Use Effecliveness
Signature Name and Title Date

Craig Parks December
//‘;?f, ’gé Vice President, Research & Developient 20, 2011
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Furne Approved OME New 20100060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C, 20460

Paperwork Reduction Act Notice: The public reponing burden for 1his collection of inforsuation is estimated to average 0.25 hours per response lor regisivation aciivities and .25 howrs per response
for reregistration and special review activities, including tine for reading the instruction and complcting the necessery forms. Send conuncnis regarding tlic burden estitnate or any otlier aspeet of this
colleetion of inlonmation, including suggestions for reducing the burden to Dirccior: OPPE nformation Manapement Division (2137) U.S. Environmenal Protection Ageuey, 40F M Sireet, S.W.,
Washington, DC 20460. Da not send 1he forw to this address.

DATA MATRIX
Prale; December 20, 2011 EPA Rep. Ne/File Sywbol 2382-TBA tage | of O
Applicant’s/Registrant’s Name & Address Product;
WVirbac AH, Inc.
B0 Box FG2059 EFF"RO® PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredicnt: Fipronil, Pyriproxyfen
Guideline Relerence Nunther { Guideline Siudy Name | MRID Number Subminer Stajus Note
Product Chemistry Test Guidelincs

B Virbac AT, Lic. OWN

Virbac AH. Inc OWN

| Vithac AH, L. OWN

Bl Virbac AH. hic OWN

Virbac AT, Ine, OWN

Virbue A, Inc OWN

Virbac AH, luc QOWN

§ Virbae AT, Inc, . OWN

Virbac AH, Tnc OWN

Virbac AH. lic. OWN

Vithac AH, Inc OWN

B Vicbac AH, Luc, NR
B irbac AH. Iinc OWN

Virbac AH, Inc. QOWN

B Vitbac AT, Iic NR

O T S R R S e Virbac AH. Tic. OWN
Signature Nawe and Title Daic
Craig Parks Pecember
. é { Yice President, Research & Developmen: 20, 2011
EPA Feasee 8570-35 (9.97) Eleetrondy ated Papsr Versions Available, Sobeeil oedy Paper venston. Apeteey Inlvenal Use Copey
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Form Approted Grlll No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

o

Al

i
i

£

Paperwvork Reduction Act Notice: The public reponing burden Tor this collection of information is estinuted to average 4,25 hours per response for regivliation delivities and 0.25 hours per response
for rercgistration and special review activitics, ineluding time for reading the instruction and completing the necessary forms. Send comuents regarding the biwden estimate or any other aspeet of this
collectiun of information, ineluding suggestions for reducing the burden to Director: OPPE Informmatinn Maaagenient Division {2137) U.S. Environmental Yraleelion Ageney, 401 M Strect, W,
Washingtoin., DC 20460. Do not send e form o Whis athiress.

DATA MATRIX
Date Deecinber 23, 2011 EPA Rep. NeJFile Symbol 2382.TBA Page 2 of 9
Applicant’s/Registrant’™s Nuine & Address Praduct:
Virbae AH, lne
EG Bex 162059 GEFIPROY PLUS TOPICAL SOLUTION FOR DOGS
Fort Warth TX 76161
Ingredient: Fipronil, Pyviproxyten
Guideline Reference Nuwber Guideline Study Nae MRID Number Subinitier Status Nate
Virbac AH, Inc. OWN
Virbac AH, Inc WNR.
Virbuc AH, Iuc, OWN
Virbac AH, Inc NR
Virbac AH. Inc. OWN
Virbac AH, Inc OWN
Virbac AH, Inc, NR
Virbac AH, Inc OWN
Virbac AH. Inc OWN
Virbac A, Inc,
Virbac AH, Inc OWN
Yirbac AH, Inc. OWN
Virbac AH, Iuc OWN
Sipnaturc Nawe and Tille Brte
Craiy Parks Deecmber
/ . Viee President, Researell & Develapiment 20,2001
o B,
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Furmi appraved OXM B No. 2078-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

o

v
<

Y

Paperwork Rednetion Act Notice: The public reporting burden for (his collcction of informution is estimated 0 average 0.25 hours per response for registration activitics aud 0.25 honrs per response
for rereyistration and speeial review activities, including time for reading the instruction and completing the necessary forms. Send conunents regarding the burden estimate or any other aspect of (his
coligetion of mformation, including suggestions Tor reducing the burdea o Direetor: OPPE Information Management Division {2137) U.S. Enviromnentd Protection Agency, 40F M Street, 8.W.,
Washington, DC 20460, Do not send e form w this addregs,

DATA MATRIX
Date: December 20, 208 EI'A Rep. NoJFile Symbol 2382-T53A Page 30l 9
Applicant’s/Registrant’s Nane & Address Praduct;
Vithae AM, Ine
PO Box 162059 EEFIPRO® PLUS TOIMCAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredicnt: Fipronil, Pyriproxyfen
Guideline Referenge Number Guiteline Swudy Nane MRID Numiber Submitler Statns Mot
B Menial OLD
B Merial QLD
Merial OLD
Merial QLD
Merial QLD
Mecrial PAY
Ecto Development Corporation OLD
Ecto Development Corperation QLD
Virbac AH, Inc. OWN
Virbac AH. Inc. OWN
Sumitomo Chemical Company, Lid, QLD
Virbac AH. Inc. OWN
Merial QLD
e Nvicrial QLD
4 Merial OLD
Merial OLD
Meral QLD
Merial QLD
R TR TR o Merijal OLD
Signature Nane and Titic Dutc
/ i g - Craig Parks Deceinber
e y Viee President, Research & Derclopiment 20,2011
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Forse Apyeroved OMB No. 2070-0068

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C, 20460

Paperwork Reduetion Act Notice: The public reporting burden for this collection of information is estimated 1o average 0.25 houtrs per response Tor registration setivities and 0.25 howrs per response
for reregistration und special review activities, including tite for reading thie instruetion and completing the neeessary forms. Send conunents regarding the burden estimate or any other aspeet of this
collection of inforimation, including suggestions for reducing the burden to Directar: QPPE Information Management Division (2137) U.S. Environmental Proteetion Apeney, 401 M Street, S.W.,
Washington, DC 20460. Do nqt send the forni to this address.

DATA MATRIX

Date: December 20,2011 EP'A Reg. No/Tile Sywbol 2382-TBA Page 4 of 9
Applicant’s/Registant’s Name & Address Lroduet:
Virbae AH, e
PO Box 162059 EFFPROY PLUS TORICAL SOLUTION FOR DOGS
Fort Worths TX 76161
Ingredient: Fiprouil, Pyriproxyfen
Cuideline Reference Number Guideline Study Name MRID Number Suluniticr Status | Note
Efficacy and Safety Data

Merial oLD

Merial OLD

Merial OLD

Merial OLD

Merial OLD

Merial OLD

Merial OLD

Merial OLD

Merial PAY
Sipnatire Name and Tule Ditte

/ X g ; Craip Parks December
e Vice President, Rescarch & Develojiment 24, 2011
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Form dpproved OME Na, 2070-006¢

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2

il 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Redncetion Act Netice: The public reporting burden for this cofleetion of information is estimated to average 0.25 hours per response for reglstration activities and 0.23 hours per respunse
for reregistration and special review activities, inctuding time for reading the instruciion and completing the necessary forms, Send conments regarding the burden estimate or any otfrer aspeet of this
cotlection of infonuation, inchiding suggestions for reducing the burden to Direetor; DPPE Information Management Division (2137} U8, Environmental Protectinn Agency, 401 M Street, 8.W,,
Washingten, D 20460. Do not send the form lo (his address.

DATA MATRIX
Date December 20, 2011 EFA Rep. MNo/file Symbol 2382-TBA Page 3 al9
Applicant’s/Registrant’s Name & Addresy Produet:
Wirbae AH, lne )
10 Box 162059 EFFIPRO* PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredient: Finronil, Pyriproxyfen
Guideling Reference Ninnber Guideline Study Name MRID Number Subnritter Statuy Note
N Micrial PAY
l Merial PAY
Merial PAY
Merial PAY
Merial PAY
Merial PAY
Merial PAY
Mertal PAY
 Merial PAY
B Merial PAY
8 Merial PAY
B Morial PAY
Merial PAY
B Merizl PAY
B Merial PAY
T e e RtV irbac AH, Inc, OWN
Sipnature Nume and Title Date -

Craig Parks Decermber
/ . é i Vice President, Reseorch & Development 20,2011
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Forn Approved OME No, 20700060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@,

W 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Leduction Act Notice: The public reporting, burden [or this callection of inforination is estimaled lo average 0.25 hours per response lor registration activitics and 0.25 hours per response
for reregistration and spectal review activities, including time for reading tlie instruetion and completing tie necessury fanns, Send connnents regarding the burden estimate or any othier aspeet of this
colleetion of informalion, incliding suggesiions for reducing the burden to Dircelor: DPPE luferation Management Division (2137) U.S. Buvironmental Frolection Ageney, 401 M Strect, 5.W.,
Washingion, DC 204680, Da not send the long o this address,

DATA MATRIX

Dute: December 20,2011 EPA Rep. NoJFile Symbal 2382-TR3A Page 6ol ¢
Applicanl’s/Registrant’s Namie & Address Produei:
Virbac Al, luc
1’0 Box 162059 EFFIPRO™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredicnt: Fipranil, Pyriproxyfen
Guideline Guideline Swdy Nane MRID Number Submitter Status Note
Reference Nwiber
Cltild Resistant Packaging

Virbac AH, luc. OWN

Virbac AH, Inc OWN

Virbac AH, Inc. OWN

Virbac A, [ite OWN

Virbac AH, Itc. OWN

Virbac AH, inc OWN

Virbac AH, Tie. OWN
Sigmatnre Name aud Tide Dale

/ ] z . Craig Parks December
g Viee President, Researeh & Developnrent 20,2011

1EPA Fonp $570-15 (9-97) Eleewomie and Piper Vetsions s vadlabde. Sobmilvly Paper version, Ageney intersial Vi Copy
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Forml Approved O3 No. 20700060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Puperaurk Reduction Act Notiees The public reporting burden for this collection of information is estianued to average 0.25 hours per response for replstration activities and (.25 lours per response
for reregistration and special review activities, including time lor reading the instruction and completing the necessary foras. Scud conuneits regarding the burden estimate or any other agpect of this
eollection of information, inchuding suggestions for reducing the burden to Director: OPPE Information Manageent Division (2137) U.S, Eaviroamental Protoction Ageacy, 407 M Street, S0,
Washington, DC 20460, 1)o not send the funn to this addreys.

DATA MATRIX
Date: December 16, 2011 EPA Reg. No./TFile Syinbol 2382-TBA Pape 7 of 9
Applicant’s/Registrant’s Niunc & Address Produet:
Virbac Ab, Inc
PO Box 162059 EFFIPRO® 'LUS TOPICAL SOLUTION FOR DOGS
Foit Worth TX 76161
Ingretfient: Fipronil, Pyriproxyien
Guideline Guidchiue Study Name MRID Number Subsmitter Stahis Note
Reference Nuwber
R Virbac AH, Inc. OWN
Virbac A, Tte OWN
Virpac AH, Inc. OWN
) Vitbuc AH, Inc OWN
B vicbuc AH, Tne. OWN
B irbae AT, Tnc OWN
Virbac A, Inc. OWN
[l Virbac AH, Inc OWN
gur N Lol L TR T —
Craip Parks December
/ ) é{: Vice President, Rescarch & Developuent 20, 2011
EPA Form 8530-33 {997} Eecbonie and Paper Vomsions Available, Submil yméy Paper vaasion. Agerey fnteraal e Cypy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

4071 M Street, S.W,
WASHINGTON, D.C. 20460

Taral Apfiearal QAR No, 2070-0060

Papervork Reduction Acl Notice: The publie reporting burden for this collection of inforination is estinwted to average (.25 hours per response for registration activities and 0,25 hours per response
for reregistration and sjiecial revicw activities, ineluding time for reading the insttuetion and eompleting the necessary fornws, Send comunents regarding e burden estimate or any other aspeet of this
collection of information, including suggestions for reducing the burden 1o Direetor: OPPE Inforntation Maragemeit Division {2137) U5, Environmental Protection Ageiey, 401 M Street, 8W,,
Washington, DC 20460. Do not send the forin 1o tis address.

DATA MATRIX
Date: December 20, 2011 LEPA Rep. NooTile Syinbol 2382-TRA Page 8 ul'§
Applicant’s/Registrant’s Name & Address Produel;
Virbae A, Inc i
PO Box 162059 EFFIPRO* PLUS TDRMCAL SOLUTION HOR DOGS
{iort Worti1 TX 7611
Ingredieat: Fipronil, Pyriproxyfen
Guideiine Gtideline Study Name MRID Number Submitter Statis Note
Reference Number
Virbac AH, Inc, OWN
Virbac AH, Inc OWN
Virbac AH, Inc. QWN
Virbac AH, Inc OWN
Virbac AH, Inc. OWN
Virbac AH, Inc OWN
Virbac AH, Tc. OWN
Virbae AH, e OWN
Virbac AH, Inc OWN
Virbac AH, Inc OWN
Virbac AH, Tnc OWN
Signature Name and Title Blate
Craig Parks PDecember
/ . é f: Viee President, Research & Bevelopiment 20, 2011
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Tornt Apgeacail OMU No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2

s 401 M Street, S.W.
WASHINGTON, D.C. 20464

Paperwvork Reduetion Act Notice: The publie reporting burden for this collection of infenmation is estimated to average (.25 hours per response for registration sctivitivs and 0,25 lienrs per response
for reregistration and speeta! review activities, meluding time for reading dwe instruetion and cenypleting the necessary forms. Send comments regarding (he burden estimate or uny other aspeet of this
cellegtion of information, inchiding suggestions for redueing the burden to Director: OPPE Information Managenient Division {2137) U5, Environmenta! Prowetion Ageirey, 401 M Street, 8,W,,
Washington, DC 20460, Do not seind the farin b this address.

DATA MATRIX
Date Deeeinber 20, 2001 EPA Rep. NoJFile Syigbol 2382.TRA Page § of Y
Applicant’s/Registrant’s Nome & Address Prodoct;
Virbae AH, Inc
PO Box 162059 EFFIPRO™ PLUS TOPICAL SOLUTION FOR DOGS

Fort Worth TX 7661

Ingredient: Fipronil, Pyriproxylien

Guideline Guideline Study Numw MRID Number Submitter Status | Note
Referciiee Ninnber

Vibae AH, Toc. OWN

Virbac AH, luc OWN

Virbac AH, hw. OWN

Virbae AH, Inc OWN

Virbae AH, Tre. OWN

Virbac AH, Tue OWN
Signutare Warne and Title Date

Craig Parks December
/ . é b{ Viee President, Reseach & Developiment 20, 20010
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Forma A ppraved OM S Na, 2000060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
.
ke

i 401 M Street, S.W.
WASHINGTON, D.C. 20460

Papervork Reduction Aet Notice: The public reportiug borden for this cullectico of informatiou is esiimaled to average 0.25 hours per tesponse for registration activities and 0.25 hours per response
for reregislralion and speciaf review activitios, including tioe for reading the instruction and compieting the necessary fors. Send comments regarding the burden esiimate o any other aspect of this
coliection of iofomation, including snggestions for rechcing the burden to Director: OPPE information Management Division (2137} U.S. Environinental Protection Agency, 401 M Sirecl, S,W.,
Washington, BC 20460, Do not send the form to this address,

DATA MATRIX
Date: Angist 23. 201 | EP'A Reg No/File Symboi 57825-R Page I of 6
Applicant’s/Registrant’s Name & Address Product: Fipronil ‘Technical
Virbac SA
fere avenue 2065 M - LiD
r-0§516 Carros, France
ingredient: Fipronil
{Guideline Reference Number b Goideliue Sudy Name \ MRID Ninber Subutiner Stalus Nale
Product Chemistry Test Guidelines
830.1550 Product llentity and Composition 48095240, 48449201 Virbac. OWN
830.1600 Deseription of Materials Used 48095240 Virbac OWN
830.1620 Deseription of Production Process 48093239 Virbac OWN
830.1650 Description of Formulation Process 48095239 Virbac OWN
830.1670 Description of Formation of Impuritics 480935240, 48449201 Virhac OWN
830.1700 Preliminary Analysis 48095241 Virbac OWN
830.1750 Certificd Limits 48095240, 48449201 Virbac OWN
830.1800 Analytical Mcthod 48095242 Virbae OWN
830.1900 Submiittal of samples Virbac N/A
830.6302 Color 48095240, 45095243 Virbac OWN
$30.6303 Physical State 48095240, 48095243 Virbae OWN
830.6304 Odor 48095243 Virbac OWN
830.6313 Aceclerated Storage Stability-Metal fons 48095243 Virbac OWN
830.4314 Oxidation/reduction 48095239 Virbac OWN
830.6315 Flammability 48095239 Virbac OWN
830.6316 Explodability 48095239 Virbac NR
830.6317 I YT. Storage Stability Virbae S - OWN | Scenotc
Dol page 2
Signature Namwand Tille .~ ... ... Date
; Jean-Pascal Marc August 23,
Corporate Product lanovation Divector 2011

EPA Faern 83 70-15 (497} Elechonky and Paper Vergions Ausilable. Subinit only Paper versian, Agyney Inteal il"_c Copy
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Farmn Approyed QM1 Ne, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
& 401 M Street, S.W,
WASHINGTON, D.C. 20460
Paperwork Reduetion Act Notice: The public reponing burden for this collection nl inlonnation is estimaied to average (125 haurs per response for regisiralion activities and 0.25 hours per response
Ior reregisirilion and special review activities, including time for reading the instuction and compleiing the necessary forms, Send comments regarding the burden estimale or any other aspeel of this
colliection of mformation, including snggestions for reducing the brrden o Direclar: OPPE Informatinn Management Division (2137) 11,8, Enviromnental Proteciion Ageney, 401 M Sireet, S.W.,
Washingion, DC 20460. Do not send the for to this address.
DATA MATRIX
Daie Augusi 23. 2011 EPA Rep No./lfile Symbol 87825-R Page 2 006
Applicant’s/Registrant’s Name & Address Produet: Fipronii Technical
Virbae SA
Fere avenuc 2065 M - LID
F-06516 Carros, Frunee
Ingresdient: Fipronil
CGuideline Relerence Number Guideline Study Name MRID Number Submitter Staius Nowe
830.6318 Viscosity Virbac N/A
§30.6319 Miscibility Virbag NFA Solid
$30.6320 Corrosion characteristics Virbac OWN | Scenote
page 2

830.6321 Diclectric breakdown voltage Virbuc NiA Waived
$30.7000 pH 48095247 Virbac OWN
830.7200 Mclting Point 48095249 Virbuc OWN
830.7300 Density bulk density or specific gravity 48095250 Virbac OWN
830.7320 Particle Size Virbae N/A
$30,7050 UV/Visible Specinim 48095248 Virbac OWN
§30.7370 Dissociition constant 48093251 Virbac OWN
830.7520;830.7550; 83(3.7560 Octanol/water partition coefficient 48095244 Virbac OWN
830.7570
830.7840;830.7860 Solubility 48095245 Vitbae OWN
830.7950 V apor pressure 48095246 Virbac OWN
Signalurc Name and Tille Daie

Jean-Pascal Marc Augusl 23,

Corporate Product bmovation Ziicutor 201

EPMA o 8370-35 (9-47) Electronic aud Papar Yersions A«ailable. Submit anly Faper sosion. . .. - Ageney taivrnal Hse Copy

Note: 830.6317 and 830.6320: Por Agency policy, storage stability and corrosion characteristics data are not required to be submitted unless specifically requested by the Ageney. Virbac
tas inttiated these studics and will submit the final reports if required when the stidics arc completed.

196



Forme Approved OMB Ne, 2070-0460

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

S 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden lor this colleetion of intonnation is estimaled to average 0.25 hours per respanse [or regisiration activities and 0.25 hours per response
for reregistration and speeial review activiries, ineluding time Yor reading (he instruction and complering the necessary forms. Send cominients regarding (he burden estimate or any other aspeet ol (his
collection ol informaiion, including sugpestions for reducing the bunlen (o Birector: OPPE lnformation Managemem Division (2137} U.S. Envivommental Protection Ageney, 401 M Sireet, 8.9,
Waghington, DC 20460. Do ot send Hie form to (his address.

DATA MATRIX
Daie: August 23, 2011 EPA Reg Nau/File Symbaol 87825-R Fape 3 of 6
Applicant’s/Registrant’s Nanic & Address Product: Fipronil Technical
Virbac SA
tere avemie 2005 M - LID
F-165 10 Carmros, France
lugredicat: Fipronil
Guidcline Referenee Number | Guidetine Snidy Name MRIE Nuntber Submiiler Slalug Nole
40 CFR 158.340 Toxicology Data Reguiremeats
870.1100 Acute oral toxicity 42918028; 43235401 BAST OLD
432797006
§70.1200 Acite dermal toxicity 42918029 BASE QLD
§70.1200 Acutc ifermal toxicity 43235402 BASF OLD
£70.1300 Acute inhalation toxicity 42018631 BASF oLD
§70.2400 Primary gye irritation 42918632 BASF OLD
#70.2500 Primary dcrmal irritation 42918630 BASF OLD
870.2600 Dermal sensitization 42918634 BASF OLD
§70.6100 Acnte delayed neurotoxicity 42918635 BASF OLD
870.6100 Acute delayed nenrotoxicity 43559501 BASF OLD
870.3100 90-day orul toxicity — rodent 42918643 BASF OLD
870.3150 90-day oral toxicity - nonrodent 42918642 BASF oLD
§70.3200 21-day dermal toxicity 42018644 BASF OLD
§70.3250 90-duy dermal toxicity DATA GAP BASF GAP | *See below
870.0100 90-day neurotoxicity — mammal 43291703 BASF OLD
81-8 Nenrotoxicity to Rats by Acute Oral 4443 1801 BASF _ : PAY
Adtimistration 4 :
Signanire Nameand Title -~ Dale
; Jeau-Pascal Marc Augist 23,

Corporate Product lnnovation Dircetor 2011

EPA Form 8570-35 (9-97) Eicetronie sl Papee Versions Availabhe, Sulnnit ealy Papec version, A ] T Ageney el He Copy

197



Foratt Approved OMB Ne. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

ik 401 M Street, S.W,
WASHINGTON, D.C. 20460

Pnperwork Reduction Act Notiee: The puhlic reporting burden for thiis collection of information is estimaed Fo sverage 0.235 haurs per response for registrmion aetivities and 0.25 hours per response
for reregistration and special revicw aerivilies, including time for reading the instruction and completing the necessary forms., Send conmments regarding the burden estimate or any other aspect of this
coilection of infomnation, including suggestions for rediciog the burden Lo Dirceror: OPPE Informmion Management Division (2137) U.S, Environmental Proleciion Agency, 401 M Sticet, S.W.,
Washinpglon, DC 20460. Do not send the form Lo this address.

DATA MATRIX
Date Augnst 23, 2011 EPA Rep NoJFile Symbol §7825-R, Pape 4 of'6
Applican’s/Registrant’s Name & Address Produel: Fipronil Technical
Virbae SA
Tere aveous 2065 M - LID
F-065Hr Catyos, France
Ingredien: Fipronit
Guideline Relerence Number i Guidcline Sidy Name MRID Numbcer Submitier Swanis Nole
40 CFR 158.340 Toxicology Data Requirements {Continued)
#4.2 Structural chromosomal aberration 4291 8GR0 BASF OLD
84-2 Structnral chromosomal aberration 42918653 BASF OLD
84-2 Otwer genotoxic cffects 42918651;42918653 BASF OLD
43501703
85-1/870.7485 General metabolism 42918655 BASF QLD
85-1/870.7485 General metabolism 43253701 BASF PAY
85-1/870.7485 General metabolism 43737308 BASF OLD
85-1/870.7485 General metabolism 42918654 BASF QLD
85-1/870.7485 General metabolism 42977904 BASF OLD
85-1/870.7485 General metabolism 43253701 BASF OLD
§5-2/870.7600 Dermal peiciration 43737308 BASF PAY
B5-7/870.7600 Immunotoxicity DATA GAP GAP *See below
40 CIFR 158,490 Wildlife and Aquatic Organisms Diita Reguirements OLD
71-1/850.2100 Avian oral LD 50 — mallani or bobwhite 42918617 BASF A T oLD
42918616 L
72-1/850.1075 Freshwater fish LC 50 — rainbow or 42918624:42918a73; BASF oL Tl OLD
blnegilt 42918674;42977902 OLD
43279703,43291718 OLD
Signature Name aie ik T L Dawe
; Jean-Pgseal Klare, .7 o Augnst 23,
Corporztz Preduct lunpvation Direcion™ 07 20H
EPA Furm 8570-35 (9-57) Eleetrunic and Paper Versinns Available, Skt ouly Paper version, Ageney interazi Vise Copu
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Form Approved OM B No. 2070-6160

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C, 20460

Papervork Reduction Act Notice: The public reporting burden for this collection of infonnation is estitnmed 10 average 0.25 hours per response for registraliou activities and 0.25 liowrs per response
fir reregistration and special review activities, including tiine for reading the insirection and completing the necessary forms. Send commients regarding the burden estimate or any othier aspect of this
collection of inTormaion, including suggestions for reshucing the burden to Director: OPPE Intonination Management Division {2137) LS. Environmental Protection Agency, 40! M Street, S.W.,

Washington, DC 20460, Do not send the for Lo this address.

DATA MATRIX

Date: Aupusy 23, 2011

EPA Rep. No./File Symbaol 87825-R

Cape 50F6

Virbac SA
lere avenue 2065 M - LID
F-00510 Carras, Frauge

Product: Fipronil Technical

Ingredient: Fipronil

Guideline Relerence Number Guideline Study Naine MRID Number Submilter Slatus Note
83-1/8704100 Chronic feeding — rodent 42918648 BASF OLD
83-1/870.4100 Chronic feeding ~ nonrodent 42918645 BASF OLD
83-1/870.4100 Chronic feeding — nonrodent 43402802 BASF PAY
$3-2/870.4200 Oncogenicity — mouse 42918649 BASF OLD
83-2/870.4200 Oncogenicity — mouse 43501702 BASF PAY
83-2/870.4200 Oucogenicity — rat 42018648 BASF OLD
83-3/870.3700 Teratogenicity — rabbil 42018646 BASF QLD
83-3/870.3700 Teratogenicity — rat 429077903 BASF OLD
£3-3/870.3700 Teratogcnigity — ral 44275001 BASF PAY
83-6/870.6300 Developmental nesrotoxicity 44039002 BASF PAY
83-4/870.3800 Reproduction 42918647 BASF OLD
84-2/870.5100 Gene mutation 42018652 BASF OLD
§4-2/870.5100 Gene mntation 42918679 BASF QLD
84.2/870.5100 Gene mutation 43201716 BASF OLD
84-2/870,5100 Ciene mutation 43291717 BASF QLD
84-2/870.5100 Gene nuitation 43291721 BASF oLD
84-2/870.5100 Gene Wtition 43291722 BASF QLD
84-2/870.5100 Gene mutation 43401102 BASF OLD
Signahe Namie and Title Date

lean-Pascal Marc
Corporatc Product lunovation Dircctor

August 23,
2011

EPA Form $370-38 (3-93) Elecicunie and Papes Versions Available. Solawiv only Papee version.

Apency Inlernal Use Copy
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Fori Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
S 401 M Street, S.W.
WASHINGTON, D.C. 20460
Pajerivork Rednetion Act Notice: The public reporting burden lor this collection of information is estunated (o average 0.23 hours per response for registeatinn activities and .25 hours per response
for reregistration and special review activities, inehiding time far reading the instruction and completing the neeessary lorms. Send comments regarding tiw burden estimate or any other aspect of this
collection of inforuation, including snggestions for reducing the burden Lo Dircelor, OPPE Information Managenient Bivision (2137) U.S. Environinentul Prolection Agency, 401 M Sireet, S.W.,
Washingion. DC 20460. Do not send Ui Tarmt 1o this address.
DATA MATRIX

Date: August 23, 2011 Ei*A Reg. NoJ/Tile Symbol 87825-R Page 6ol
Applicant’s/Registrant’s Naine & Address Product: Fipsonil Technical
Virbac SA
lere aventue 2065 M - LID
F-006516 Carros, France
Ingredient: Fipronil
CGuideline Relerence Number CGuideliue Study Name MRID Numiber Suhuriticr Statns Nole
72-27850.1010 Acute LC 30 freslwater inverlchrates 42918625 BASF OLD

{(Dapimic magna)

Acute L.C 50 freshwater inverlebrates 42918669 BASF OLD

(Daplnija wagng)

Acute LC 50 freshwater invertebrates 42018671 BASF oLD

{Daphuia magna)

Actite LC 50 freshwater invertebrates 43291719 BAST oLD

(Daplia wagua)
835.2110 Hydrolysis 42977905 BASF OLD
40 CFR 158,390 Recntry
Protection Data Requircments
133.3 Dermil exposure - Fipronil 44433302 Merial PAY
133-4 Inhalation exposure - Fipronil 44433302 Merial PAY
132-1 Dislodgeable residuc dissipation - Fipronil 44531203 Merial PAY
N/A Dermal and inhalation exposure of 44433303 Merial PAY

commereial pet groomers (Spot) - Fipronil
N/A Analyties! method for exposure studies - 44433308 Merial PAY

Fiproutil
Signalure Namne and Tille August 23,

- Jewit-Pascal Mare 201
T Corporate Produet Innovation Direetor
EPA Fonw 4570-3519-97) Elecleunic and Papo Versions Available. Submid oaly Paper version, Agevey lmemal blse Copy

* Pursnant to 40 CFR 15296 (¢}, Virbac licreby certifies that ¥irbac has no basis to lelieve that this reguirement is nnt a data gap and, further, thiat Virbac has sent by certified iail 1o all cunparnies

on the current EPA Data Submitters List for fipronil a letter requesting that the comipany identify, witltin 60 days of receipt, any valid study that would fuifill this data requirement. Ouec this 60-day
period expires, Yirbac will update the Agenucy us to the information, i any, ¥irbac reeeives i response 1o this “data gap” letier.
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Farm Agproved OMEB Nu, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Puperwork Reduction Act Notice: The public reponing burden for this cotlection of information is estimated Lo average 0.25 Hronrs per respotise for registration activities and 0.25 hours per response
for reregistration and special review activities, ieleding time for reading the insthiction and cotpleting the nccessary forms. Send comments regarding the burden estimate or any other aspect of this
collcetion of infermation, including suggestions for reducing the burden to Director; OPPE Information Management Division (2137) U.S. Environutental Protection Apency, 40) M Stroet, 5.W,,
Wasltington, DC 20460. Do not serd the form 1o this adtiress.

DATA MATRIX

Datc: August 23. 201 1 EPA Rep NoJFile Syntbol 87823-R Page 1 oFG

Applicant’s/Registrant’s Name & Address Product: Fiproni] Technical
Virbac SA

lere avenne 2065 M - LID
F-D6516 Carros, Fraice

Ingredicut: Fiproni}

Geideline Reference Number | Guidefine Study Nante | MRID Nomber Submitier Stams Niye

Product Chemistry Test Guidclines

R Vibac. OWN

R Virbac OWN

Virbac OWN
Virbac OWN
Virbac OWN
Virbac OWN
Virbac OWN
 Virbic OWN
Virbac N/A
d Virbac OWN
N Virbac OWN
| Virbac OWN
NV irbac OWN
B Virbac OWN
¥ virbac OWN
B Virbuc NR
E Virbac OWN | Sccnote
e e page 2
Signatuie . Name and Title ale
' Jean-Pascal Marc Angust 23,
Corporate Product Innovation Dircctor 201

ERA Form 8570-35 19.47) Blecinmie avd Paper Vorsions Available. Sebmiy andy Paper version. Agency fmversal Yse Copy
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Vorsie Approved OMEB N, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

i 401 M Street, S.W,
WASHINGTON, D.C. 20460

Papervurk Reduclion Act Notice: The poblic repurting burden for 1his collection ot infonnation is estimated o average .25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time lor reading the {instiuction and completing 1he necessary forms. Scnd comnents regarding the burden estimate or any other aspect of this
collection of information, incinding suggestions for reducing the uirden to Direclor: OPPE Intormation Management Division (2137) U8, Enviranmental Prolection Ageacy, 401 M Sircer, SW,,
Washington, DC 20460, Do not send the lfonn 1o this address.

DATA MATRIX
DBale Aupust 23, 2011 EPA Rep No./File Symbui 87825-R Puge 2 ol 6
Applicant’s/Repistrant’s Nane & Address Proluet: Fipronil Techaical
Virbac SA
lere avenue 2063 M - LID
F-06516 Camos, lrance
{ngredient: Finroenil
Guideline Referouce Number Guiddine Sudy Nanie MRID Nuwmber Submitier St Note
— . p— Vi A
Virbac N/A Solid
Virbae OWN | Seccnote
page 2
Virbue N/A Waived
Virbac OWN
Vithag OWN
Virbac OWN
Virbac N/A
Virbac OWN
Virbac OWN
Virbac OWN
Virhac OWN
_ . _ Virbac OWN
Signature Name and Title Date
Jean-Pascal Marc August 23,
Corporate Product Innovation Ditector 2011

EA Form 8570-35 {48-97} Glectosic and Paper Versinags Aveilable. Xuband saly Papur betsion, Apency Internal Hse Copy

Note: 830.6317 and 830.6320: Per Ageticy policy, storage stability aitd cotrosion characteristics data are not required to be submitted unless specifically requested by the Agency. Virbuc

has inttiated these studics and will submit the final reports if regnired when the studies are completed.
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form A pproved Obi B No, 2670-6160

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Netice: The pablic reporting burden for this cofiection of information is estinaled o average (.25 hours per response for registration aciivities and 0.25 hours per response
for reregisiralion and special review activities, including time lor reading the instruction and eoinplating the necessary forms. Send comnients regarding tie bisrden estimale or any oiher aspect of this
colleetion of information, inchiding seggesiions for redicing the burden io Direetor: OPPE Information Management Division (21373 LS, Enviranmental Proteviion Ageney, 401 M Street, S.W.,
Washington, DC 20460. Do not send the form to (his address.

DATA MATRIX
Dale: Aupust 23, 2011 EPA Reg No/File Symbal 87825-R Page 3 ol 6
Applicant’s/Registrant’s Naine & Address Producet: Fipronil Technical
Virte SA
Tere avenue 2065 M - LID
F-06516 Carros, France
ingredient: Fipronil
Guideline Reference Nunber | Guideline Study Name MRIE Nuinber Submiiter Sigius Note
40 CFR 158.340 Toxicology Date Requirements
BASF OLD
BASF OLD
BASF QLD
BASF OLD
BASF QLD
BASF OLD
BASF OLD
BASF QLD
BASF QLD
BASF QLD
BASF QLD
BASF QLD
BASF GAP *See helow
BASF QLD
BASFE PAY
Signature Name and Title Dale
: Jean-Pascal Marc Augusi 23,
Corporate Product lnnovation Dircctor 20t
Ei Farm $570-35 (9-97) Bleayronie and Paper Yorsions Avaiiable. Submit anly Paper varsiun, Agentey Dtterwad Use Coyy
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Vorn Apgroved OME No. 2670-0t60

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwark Retuetion Act Notiee: The public reporting burden Tar this colicetion af inlurmation is estunated (o average 0.25 hours per response for registration activities and 0.25 hours per respoitse
for rerepistration aud special review activitics, including time for reading the instruction and completing the necessary {onns. Send commems reganding the burden estimate or auy other aspect of this
collection of inlormation, including ssggestions for reducing the burden to Director: OPPE Information Management Divisiap (2137) U.S. Environnenlal Protection Agency, 401 M Strect, W,

Washington. 1JC 20460, Do uot send the form to this address,

DATA MATRIX
Date August 23, 2011 EPA Rep NoJ/File Syinbol 87825-R lage 4 0f 6
Applicant’s/Registrant’s Name & Address Product: Fiproni! Technical
Virbac SA
tore avenue 2065 M - LID
F-06516 Carros, Franee
Ingredient: Fipronid
Guideline Relerence Number CGuideline Stugdy Name MRID Nuniber Subinitter Status Note
BASF OoLD
BASF OLD
BASF oLD
N BASF OLD
B BASF PAY
l BASF oLD
BASF OLD
. BASF OLD
N BAST OLD
BB BASH PAY
GAP *Sec below
OoLD
BASF OoLD
BASF oLD
oLD
I 1gaurc o B ' Name and Thle Date
' Jeau-Pascal Mare August 23,
Y Corporate Product Innovatiott Dircctor 2611
EPa, Forwr 8370-13 (9-97) Electronic and Paper Versions Avadalde, Selavit only faper version, Agerey Ieterial Tae Coyy
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Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

&

401 M Street, S.W.
WASHINGTON, D.C. 20460

Puperwerk Reductioo Act Notice: Thie public reporting burden for ihis colleciion of informatioo is estiinmed to average .25 hours per respoiise for registration activitics and .25 liosrs per response
for reregisiration and special review activities, inelnding time for reading the instructioo and eompleling the necessary forms, Scind comntents regarding the burden estimale or ay other aspect of this
collection of information, including suggestions for reducing the burden to Direcior: OPPE lnformation Manageinent Division {2137) 115, Environmenta! Prolection Agency, 401 M Street, S.W.,

Washinglon, BC 20460. Do not send the fonn Lo this address.

DATA MATRIX
Dare: Aupusi 23, 2011 EPA Rep. NodJFile Symbol 87825-R Uage 5006
Yirbuc SA Product: Fipronit Technical
Fere avemic 2063 M - LID
F-pa5 M Carmos, France
Ingredient: Fipronil
Guideline Reference Number Cluideline Swdy Name MDD Nuntber Subntitler Staiug Note
BASF OLD
BASF OLD
BASF PAY
BASF OLD
BASF PAY
BASF QLD
BASF OLD
BASF QLD
BASF PAY
BASF PAY
BASF OLD
BASF OLD
BASF QLD
BASF QLD
BASF OLD
BASF OLD
BASF QLD
BASF QLD
Signature Name aod Tilde Date
Jean-Pascal Marc i\é?;;mt 23,

R

Corporate Product limiovatioit Director

EPA Tarm R3T0-35 (9-97} Elyctrome and Paper Versieny Available. Subnsiv ondy Paper vorsion.

Apeney bnternai Use Copy
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Fone Approved QM Na, 2070-0660
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o 401 M Street, S.W.
WASHINGTON, D.C, 20460
Puperwork Reduetion Acl Nelice: The public reporting burden For this collection ol inforiation is estimated Lo average 0.25 hours per response lor registration activities and 0.25 hours per response
for reregisteation and special review activities, including tine lor reading the instraction and copleting the necessary forms. Send comments regarding the bueden estimate or any oiher aspect of this
collection of information, including suggestions 1nr reducing the burden to Dircctor: OPPE Information Management Division (2137) 118, Euvironmental Proteetion Ageucy, 401 M Street, S.W.,
Washington, DC 20460. Do not send the loan o this address.
DATA MATRIX
Dater Angusi 23, 201 | EPA Reg. No./File Symbol 87825-R Cupe 6 of &
Applicant’s/Registranl™s Name & Address Product: Fipronil Technieal
Virbac SA
lere avenue 2065 M - LID
F-06516 Carros, France
Ingredicnt; Fipronil
Crnideline Refercnee Number Guideline Study Naine MRID Nuber Submitter Siams | Note
BASF oLD
BASF OLD
BASF oLD
BASF OLD
BASF QLD
Meria} PAY
Merial PAY
Meria} PAY
Merial PAY
Meriul PAY
Signawre Nume and Tille August 23,
Jean-Pascal Mare 2011
Corporale Product Innovation Direclor
EPA Foon $370-35 (9-97] Ekcirosic and Papee Yessions Available. Subrai only Faper vegsing. Asviiey Laiersal Usv Copy

# Pursvant to 40 CFR 152,96 (¢), Virbae hereby certifics lhat Virbac has no basis to believe that this requivenienl is nut a data gap and, forlher, thal Yirbae has sent by cerlificd amil to all cinnpanics
on the current EPA Data Submitters List for fiprunil a lelter requesting that lhe company identify, within 60 days of reecipt, any valid study lhiat would fulfill this data renuirement. Onec this 60-day
neriod expires, Virbae will update the Agency ns to the information, ifany, Virbae receives in respoase lo Hiis “data gap” Iclier,
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